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the Tulane University law-science pro- 
gram during 1950 and 1951, and also in 


li 


establishing short courses in legal mec 
cme in various cities. At present, M1 
Cady is director of the law-medicine pre 
gram at the University of Kansas City 


School of Law 


Paul Soucy, Chief of the Division of 
Proprietary or Patent Medicines of the 
Canadian Department of National Healt! 
and Welfare, was born in the Provines 
of Quebec. He was graduated, in 1940, 
as a pharmaceutical chemist from. the 
pharmacy college of the Province of 
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of National Health and Welfare, and was 
appointed assistant chief of the division 
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tion of chief in 1951. By reason of his 
trammg inp pharmaceutical chemistry 
and his experience in his department 
Mr. Soucy its well qualified to write on 
the subject of “The Proprietary or Patent 
Medicine Act of Canada.” 


George Faunce, Jr., general counsel 
tor the Continental Baking Company in 
New York City, received his A. B. de 
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York (Paris Branch) and the Pittsburg! 
investment banking firm of linbrie and 
Company 

Two years later, he resumed his law 
school studies at the University of Pitts 
burgh, and received an LL. B. degree in 
1923. After seven years of associatior 
with the Transcontinental Oil Company, 
he jomed the Continental Baking Com 
pany. He is a director and vice presi 
dent of the organization 

The fitth article by Charles W. Craw- 
ford to be published this year in the 
JOURNAL is presented this month. Thess 
discussions by the Commissioner of Food 
and Drugs, Department of Health, Educa 
tion, and Welfare, should be of consider 
able interest to our readers. A_ lengthy 
resume of Mr. Crawford's distinguished 
career in government service appeared 
in the JouRNAL for May 


W. S. Thompson, Specialist in Charg 
of the Section of Feeds and Fertilizers, 
Ohio Department of Agriculture, holds 
B. S. and M. S. degrees trom the Uni 
versity of Wisconsin in the fields ot 
chemistry and animal nutrition. From 
1929 to 1939, he served as a chemist wit! 
the Wisconsin Department of Agricul 
ture. Other experience included associa 
tion with The Great Atlantic and Pacifi 
Tea Company, Minneapolis, and wit! 
the Russell-Miller Milling Company 
that city: he was chemist m charge ot 
feed control and research with bot! 
companies. He has held his current posi 
tion with the Ohno Agriculture Depart 
ment since 1944 





In the Food and Drug 


Antibiotics.—Accocding to a. state 
ment of policy promulgated by the 
Food and Drug Administration on Oc 
tober 28, 1953, manufacturers who ship 
certified antibiotics in bulk to hospitals 
and pharmacies tor repacking or for 
manutacture of another drug on a 
physician’s order or prescription are 


Administration 


responsible tor seemg that certification 
is requested of each resultant batcl 
unless they have, with their consignees 
effective permits from the Commis 
sioner.—CCH Foon Druc Cosmet 
Law Repvorts (November 12, 1953), 
{ 7268. 
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Food Legislation 


IN THE FEDERAL REPUBLIC OF GERMANY 


By VOLKER HAMANN 


This Paper, from the German Food Journal Deutsche Lebensmittel-Rundschau 
(January, 1953) Under Title of ‘‘Im Einvernehmen mit . . .,'' Was Translated 
by Julius G. Zimmerman of the New York Bar. He Also Wrote the Introduction 


Introductory Note: On May &, 1945, as the result « 
: 


surrendet tiie old (;serman Ren h ceased to eXISt AS a SOO 
and its geographical territory and people came under tl 
oft the Allied Control Authority, which was composed o 


of the United States, Great Britain, France and the So 


In 1948, the representatives of the Soviet Union ceased 
vith the Western Allies in the administration of German) 


power conterence of the United States, Great Britam, brane 
the Netherlands and Luxembourg agreed on June 1, 1948, to create 


sovereign federal republic consisting of the western part of Germany 


whicl WoT? occupied hy tiie armed 


and the estern sectors of Berlin, 
the United States, Great Britain and France The new tederal 
called Occupation statute 


mrcees of 
republic vas, however, to be subject toa so 
powers in 1949 and became 
eflective upon thre establishment ot the Federal (s,ermal Republi 
\ Parhamentary Assembly of Western Germany dratted a tederal 
constitution and state constitutions which provided tor the establishment 
f 11 (now 10) individual states within the tramework ot a _ tederal 


federal legislature composed of at 


vhich was agreed upon bv the Western 


union, with a tederal government, a 
ipper and a lower house, and an independent judiciary. The provisional 


constitution was approved by the military governors of the Wester 


O// 
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Where He Received His Own Degrees 





powers and adopted by the German Parliament on May 8, 1949 
It became effective on May 24, 1949 


The so-called “German Democratic Republic,” which was created 
at the initiative and under the control of the Soviet Union on October 
7, 1949, and which comprises the eastern part of Germany, including 
the eastern sector of Berlin, has its own administrative and legislative 
setup, even though some of the pre-1945 laws of the old German Reicl 
are still applicable in both republics 


=. a little more than four years have passed since the proclama 


tion of the Federal Republic of Germany. During this short period 


an enormous amount of legislative work had to be accomplished in 
order to organize this new political entity and to permit it to function 
as an independent and sovereign power. While the new republi 
inherited from the old Reich the great body of substantive and proce 
dural law, its government and its legislative organs had to be organized 
on an entirely new basis so as to fit the federal setup devised by the 
Constitution of May 23, 1949. Especially in the field of food control 
and legislation it was deemed both necessary and advisable to enlist 
the help and cooperation of a great many different institutions, groups 
and agencies, public as well as private, so as to get the maximum 
benefit from the accumulated experience and knowledge of publi 
health officials, scientists and members of the food industry. The 
over-all goal of any such cooperation was the preparation and drafting 
of laws and regulations which would reflect the progress made by the 
science of nutrition and related sciences, and assure an efficient enforce 
ment of the law by the respective government agencies. 

However, the big problem in dealing with such a great number of 
different institutions, groups and agencies is to co-ordinate their actiy 
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ities and assure their whole-hearted cooperation. Considering the short 
period during which the new setup has been in operation, the achieve 
ments in this field have been remarkable. But at the same time certain 
shortcomings have become apparent and require correction, 

The purpose of this article is to give an outline of the various 
institutions concerned with food legislation, to describe their func 
tions and jurisdictional jimitations, and to make a few suggestions 
which may contribute to better cooperation and increased efficiency in 
the legislative process for the ultimate benefit of the individual consume 

We have to start our review with an analysis of the constitution 
which provides the permanent basis for any new food legislation. .\ 
careful study of the development and history of this constitution shows 
that it turned out to be a compromise between the political ambitions 
of the new federal union on one side and the individual states on the 
other side, and that these conflicting interests and ambitions are appar 
ent in many articles of the constitution 

\ few examples will suffice to illustrate this point. Article 74, para 
graph 20, makes the “protection of the consumer of food products” a 
subject of concurrent jurisdiction between the federal union and the 
states. In other words, as long as the federal union does not take 
advantage of its right to legislate on this subject matter, the states 


have the power to legislate on it (Article 72). The federal legislature 


may delegate part of its authority to the federal government, a federal 


minister or the state governments, who are thus in a position to issue 
food regulations within the limitations set by the federal law. The 
federal government may also be authorized by federal law to issue 
“directives” for the purpose of executing federal laws. These directives 
are to be directed to the state governments except in cases of emer 
gency (Article 84, paragraph 5). Laws promulgated before the coming 
into effect of the new constitution remain in force so long as they do 
not conflict with the constitution (Article 123, paragraph 1). Insofar 
as any old law still in force contains a delegation of power to issue 
regulations, this authority ts transferred to the new government agen 
cies (Article 129, paragraph 1). 

\lthough the measures for the protection of the consumer public 
have been made the subject of concurrent jurisdiction of the federal 
union and the individual states by the constitution, even the most 
ardent supporters of the federal idea will admit that effective food 
legislation can develop only on the basis of uniformity throughout the 
federal territory and should therefore be primarily a task of the federal 
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union. This would not prevent the individual states from issuing 
supplementary regulations so as to adapt the execution and adminis 
tration of the basic laws to the special conditions prevailing in the 
various territories—tor example, a regulation setting standards for the 
minimum fat content of milk under the Federal Milk and Fat Act. 


In most cases the Bundestag (lower house of the federal parlia 
ment) and the Bundesrat (upper house) have to pass on proposals for 
new food legislation which are submitted by the federal government 
Consequently, it will be of special interest not only to describe the 
setup and the functions of all those departments of the federal gov 
ernment which have the task of drafting new legislation and the power 
of issuing regulations, but also to extend this survey to those institu 
tions, organizations and agencies which cooperate with the federal! 


government in an advisory capacity. 


|. Federal Ministry of the Interior 


This ministry is to be considered as the successor of the former 
Keichsministry of the Interior and, consequently, it has taken over all 
the rights and obligations which had been conferred upon the Reichs 
ministry of the Interior by the old legislation insofar as it is still in 
force. Thus, in accordance with Section 5 of the Food Act, the Federal 
Minister of the Interior is entitled to issue regulations jointly with the 
Federal Minister for Nutrition, Agriculture, and Forestry, or he can 
issue certain regulations and directives individually in accordance with 
Section 20 of the Food Act in order to implement the execution of said 
act or to authorize exemptions from the requirements of the Food Act 
under certain circumstances. The actual work in this connection within 
the Ministry of the Interior is delegated to the department of health 
which ts subdivided into special sections for medicine, veterinarian 


medicine, pharmacy, and food chemistry. 


It may be pointed out that at the convention of the Society of 
German Chemists in Munich on November 19, 1949, a special resolu 


tion was adopted which recommended the consideration of the follow 
ing points in preparing new food legislation 

The most important tasks of the Government in connection with providing 
the population with the essentials of daily life are related to the sale of foodstuffs 
and consumer goods. They consist of 

\. Making available the necessary quantities 

B. Guaranteeing a reasonable price structure and compliance with certam 


minimum standards of quality 
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C. Protecting the health of the public from harmful influences 


Dd. Protecting the public from economic harms]. | 


These tasks have been divided among several departments of the 
federal government. In this connection it is obvious that food chem 
istry has a very important function to perform as an intermediary, as 
it has for many decades cooperated in the solution of the many related 
scientific, technical, economic and legal problems. ‘The importance of 
the advice and cooperation of an expert food chemist was fully recog 
nized by the former Reich Government, which employed a qualified 
food chemist on a permanent basis and with full professional inde 
pendence. The new federal government should give similar recognition 
to the chemical profession by creating a position for an experienced 
food chemist so as to guarantee an independent examination of such 
questions. Such an expert should preferably be attached to the Min 
istry of the Interior. For the above-mentioned reasons this is a job for 


a qualified food chemist rather than for a medical expert 


ll. Ministry of Nutrition, Agriculture, and Forestry 


\s a successor to the former Reichsministry for Nutrition and 
\griculture, the above ministry has to cooperate in the issuance of 
regulations under Section 5 of the Food Act. In addition, this min 
istry has to perform the function of initiating the issuance of regula 
tions under the new Trade-Class Act (//andels-Klassengesetz) jointly 
with the Federal Ministry of the Interior 


It is an open secret that this cooperation in the field of food legis 
lation has not been very satisfactory since the establishment of the 
federal government. The reason is primarily historical. During the 
era of the Third Reich, an official organization of the food producers 
and manufacturers (Keichsnahrstand) was for the first time inserted 
into the legislative process with the authority to issue certain “stand 
ards” which, in due course, acquired the same force and effect as gov 
ernment regulations and became binding on the authorities entrusted 


with food control 


\fter the end of the hostilities, the British and American military 
governments set up a special department for nutrition, agriculture and 
forestry (the so-called VELF) which issued a number of emergency 
regulations to replace the above-mentioned “standards,” which had 


been abrogated by the military government. These regulations in 
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fringed on the present jurisdictional sphere of the Federal Ministry 
of the Interior, which did not even exist at that time but which is 


jealous of its prerogatives. 


On the other hand, the health departments of the individual states 
and, later on, also the Federal Ministry of the Interior were fearful 
that the food chemists engaged in the task of food control would be 
drawn into the orbit of the Federal Ministry of Nutrition, especially 


since the VELF had organized a special section for food chemistry 


It is not the purpose of this article to discuss the pro and contra 
of such a setup, even though in a number of other European countries 
the Ministry of Agriculture has jurisdiction over this subject matter 
The primary purpose of this article is to stress the importance of a 
true cooperation between the two ministries. The controversial regu 
lations issued by the VELF were abrogated on March 31, 1951. The 
above-mentioned resolution adopted by the convention of German 
chemists recommended that food control should be under the jurisdic 


tion of the Federal Ministry of the Interior, and has thus opened the 


way for a true understanding and cooperation between the Federal 


Ministry of the Interior and the Federal Ministry for Nutrition and 


\griculture 


lll. State Ministries 


While in former times the main function of the state ministries in 
the field of food legislation consisted of the issuance of regulations 
dealing with the execution of federal laws for the purpose of adapting 
them to differing local conditions, the ministries of the individual states 
have recently also begun to issue regulations concerning the composi 
tion of individual foodstutts and consumer articles, and the method and 
manner of their marketing. The state governments were forced to take 
these measures because a uniform regulation of this subject matter for 
the entire territory of the federal republic is presently still connected 
with so many difficulties that it is most unlikely that legislation on that 
subject matter will be issued within the near future. The regulations 
issued by the states have the significance of putting down in black and 
white the existing trade customs, and in some of these regulations 
this is specifically mentioned in the preamble. Consequently, they 
should be regarded only as emergency measures which will be replaced 


as soon as possible by regulations issued by the federal government 
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Occasionally, certain recommendations made by the Federal Min 
istry of the Interior, such as recommendations for dealing with cooking 
fats, ready-made soups, etc., are published by some state governments 
in connection with their exercise of food control. This practice fre 
quently confuses the over-all situation in view of the continuous exist 
ence of some of the old prewar regulations. Consequently, the question 
is yustified as to whether this system of “recommendations” should not 
be replaced by a system of “directives” which would be applicable 


throughout the territory of the federal republic 


IV. Advisory Bodies 


(1) Federal Health Department (Bundesgesundheitsamt ) Phis fed 
eral agency was created by a law of February 27, 1952 (Official Gazett 
(1952) No. 9, page 121). So far, only its seat has been determined 
which is to be in Koblenz. However, in view of the great influence 
which this agency is likely to have as the successor to the former 


Reich Health Department, it is timely to devote some attention to it 


In view of its predominant occupation with health problems, the 
health department is under the jurisdiction of the Federal Ministry of 
the Interior. Unfortunately, the text of the law doesn’t make clear 
what tasks the legislature intended to attribute to the health depart 
ment in connection with the sale of foodstuffs. However, one of the 
tasks assigned to it under Article 2A is “research work in the field of 
public health.” That is also applicable to the sale of foodstutts in 
accordance with Article 3 of the Food Act, and may include such 
activities as the examination and research of harmful ingredients con 
tained in food products 

\n important question arises in this connection: whether thi 
research, which is to be done by the Federal Health Department Is to 


be carried out by its own personnel or by the several independent 


research institutes which are already in existence. So far it appears 


that this second procedure will be followed to a great extent. From the 
point of view of the taxpayer, it would indeed be difficult to justify if 
the Federal Health Department were to create any new research insti 
tutes for a type of work that is similar to the work done by the numer 
ous existing special institutes, which will be described later in this 
article. The allocation of work to the various research institutes should 


be made exclusively from the point of view of professional qualifica 
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tion, In this field, a reasonable arrangement could certainly be achieved 


with some good will and cooperation on the part of all concerned 


(2) Federal Health Council ( Bundesgesundheitsrat )—The resolution 
adopted by the federal government on September 12, 1950, regarding 
the creation of a Federal Health Council is more specific than the law 
creating the Federal Health Department. Thus, it is pointed out i 
the preamble that the Federal Health Council will be given the task 
of assisting the federal government in an advisory capacity in the prep 
aration of health legislation. The advice of the Federal Health Council 
in connection with this subject matter is to be made available to all 
federal ministers. The Federal Health Council is also authorized to 


submit suggestions of its own to the federal government. 


The Federal Health Council is composed of 80 members wh: 
have already been appointed by the federal government. Only quali 
fied representatives of professional organizations, public and private 


associations, industries, and individuals concerned with problems 0! 


public health will be eligible for membership in the Federal Health 


Council. The membership is honorary, and the work is to be carried 
on in seven permanent committees, one of which concerns itself with 
food control. The number of committee members who are elected by 
and from the entire membership is being limited to a maximum of 15 
The Federal Minister of the Interior is authorized to organize special! 


committees for the discussion of special problems. 


(3) Senate of the German Research Association (Senat der deutschen 
Forschungsgemeinschaft).—-Three years ago a request was publicly 
made by Professor Butenandt to provide the food industry with a list 
of harmless coloring matters and, as a result thereof, the Germat 
Research Council, which has-——in the meantime—-been renamed the 
Senate of the German Research Association, called a session, the mai 
purpose of which was to find a solution of the cancer problem withi 
the scope of the above question. In 1949, a committee of well-known 
research scientists was formed, which submitted to the federal govert 
ment a list of harmless artificial coloring matters which had been sub 
jected to an exacting pharmacological examination. The work of this 
committee was conducted untrammeled by red tape and jurisdictional 
disputes, and its excellent report was very favorably received. As a 
result thereof, the research council embarked on the examination of 


other harmful factors affecting the production of foodstuffs, and spe 
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cial committees examined the subject matters of preservatives, drink 
ing water and bleaching of foodstutts. If and when the Federal Health 
Department takes over this type of work, it can only be hoped that it 
will perform its task with the same efficiency and energy which dis 
tinguished the work done by this small but extremely well-qualified 


group of scientists working on an honorary basis 


The research association submits its recommendations to the Fed 
eral Ministry of the Interior for further action. Here, however, the 
technical legal difficulties begin. For example, the government so fat 
has not been able to decide whether the new legislation on coloring 
matters should come out as a separate act or as a regulation under the 
Food Act. However, as soon as the “recommended list of coloring 
matters’ was published, the German chemical industry voluntarily 
withdrew all other coloring matters from sale. ‘This voluntary reaction 
by an entire industry clearly shows what an important influence cat 
be exercised by an advisory body which has no legislative function, but 
which can make its “recommendations” be accepted through moral 
pressure, especially where well-known scientists and representatives 
of the industries cooperate with each other within the framework of a 


committee 


(4) Interstate Committee for Food Chemistry of the German Stat 
Governments.—In view ot the great influence of this interstate commit 
tee as an advisory body of the Federal Ministry of the Interior and of 
the health departments of the state governments, it is worth-while to 


review its history, composition and tasks 


The committee originated in Frankfort at the seat of the VI-LI 
(see, above, under IL) which took the initiative in calling a meeting ot 
prominent scientists connes ted with food control representatives ol 
various universities and research tnstitutes, and members of the VIELE 
who were concerned with nutritional problegis. The conference began 
on September 12, 1947, in Wiesbaden and covered the problem of the 
sale of food products and the controversial regulations issued by the 
VELF within the scope of the emergency legislation. Representatives 


of the industries concerned were invited to parti Ipate in the discussio1 


of special problems. As can be seen from the composition of this first 


committee for food chemistry, the VELF attached great importance 
to a satisfactory cooperation with representatives of the agencies con 


cerned with food control who, nn due course exercised a noticeable 
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influence on its resolutions and recommendations. This committee 
met, altogether, nine times prior to January 31, 1950, and was then 
replaced by the new Interstate Committee for Food Chemistry of the 
German State Governments. The old members of the food-control 
sections were transferred to other bodies and agencies. Very soon 
afterwards, several members of the committee recommended inviting 
a representative of the newly created Federal Ministry for Nutrition, 
Agriculture, and Forestry, in order to broaden the basis of cooperation 
Unfortunately, their recommendation was not accepted for jurisdic 
tional reasons. It was, however, specifically recognized that the coop 
eration between the Ministry of Nutrition and the departments 
responsible for the control of foodstutts would be most desirable from 
the point of view of the consumer. However, this attitude has not 


been implemented so far by any practical measures. 


The new Interstate Committee for Food Chemistry of the gov 
ernments of the individual federal states began its work in April, 1949, 
in Wiesbaden, and met regularly every six months. In the beginning 
some of the state ministers objected to the continuation of this com 
mittee on the ground that the creation of a Federal Ministry of the 
Interior had obviated the necessity for such a committee. However, 
the Federal Ministry of the Interior itself took a different view and 
gave full credit to the advisory role of this body. The committee is 
composed of representatives of the government departments concerned 
with food control in the various states, and of three members ot 
academies and research institutes. The official in charge of the depart 
ment for food chemistry in the Federal Ministry of the Interior attends 
as an observer. The work of the committee consists of co-ordinating 
the many different interpretations of regulations concerning food con 
trol, and the preparation and drafting of the texts for future laws, 
regulations and directives. Some of its subcommittees drafted special 
regulations for preservatives, vitamin content, baking powders, pud 


ding powders, etec., which are usually published in a professional jour 


nal and are thus made available for public discussion. 


Insofar as the interstate committee concerned itself with the solu 
tion of practical problems relating to food control which resulted from 
doubtful wordings or from the obsolete character of certain regula 
tions, no one objec ted to its activities. This was especially so because 
all recommendations made to the Federal Ministry of the Interior had 
to be routed through the interstate committee. The only objections 


raised by the food industry were directed against the drafting of regu 
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lations by the committee under Section 5 of the Food Act on the 
ground that a committee composed of representatives of the executive 
department concerned itself with legislative functions and that the tood 
industry did not have sufficient opportunity to participate in this work 
| doubt whether this criticism is justified. As I have pointed out pre 
viously, the committee is composed of public food and health othetals 
representing the ten state governments. The members of the commit 
tee are at the same time the directors of the food-control departments 
of their respective states and, consequently, they have a background 
of practical experience of many years. Even the opponents of the 
committee could not deny that the committee has done an unbiased 
and unselfish job in the interest of the consumer. In all important 
matters, such as in the drafting of regulations and in the interpretation 
of existing laws (the regulations on baking and pudding powders, on 
preservatives, on cocoa, etc. }. representatives ot the industry were 
consulted. On the other hand, the great delay in promulgating regula 
tions on preservatives has shown that the technique of processing such 
legislation Is not vet the ideal one The agencies Cone erned with food 
control are limited in their activities and almost completely absorbed 
by their daily struggle against violations of Articles 3 and 4 of the 
Food Act. As a result thereof, the officials of the food-control depart 


ments are somewhat skeptical towards technical progress and are 


rather inclined to emphasize the security aspects of food control, w hich 
course the food industry often considers as a handicap. Some specifi 
recommendations for a satisfactory solution of these problems wall be 


made at the end of this article 


(5) Scientific committees of the kederal Ministry of Nutrition, lq 
culture, and Forestry \s has been pointed out before, the committee 
for food chemistry of the VELF was incapacitated by the loss of so 
many members who were experts in food control, and it became incap 
able of dealing with practical problems. As a result thereof, many 
problems relating to matters of nutrition and standards for various 
foodstutfs were referred to other committees with a Varving Compost 
tion of members of the VELF, representatives of the food industry 
consumers and food-control officials. Considering the aims of the nev 
Trade-Class Act, it can be expected that these committees will become 
more and more important, inasmuch as their primary task ts to work 
out the basis for standards within the framework of that act. The text 
of the Trade-Class Act extends its application also to food products 
legrees 


and consumer goods, which have been processed in ditterent 


~ 
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\s has been correctly pointed out, there are many provisions which 


overlap with those of the Food Act. 


This conflict of jurisdiction can only be solved by a very close 
cooperation between the various officials concerned with food control 
and the Federal Ministry of the Interior. Unfortunately, Section 6 of 
the Trade-Class Act provides only for a cooperation with the agricul 
tural organizations, the food-processing industries, and the representa 
tives of the trade and of the consumers but does not provide for a 
cooperation with the food-control officials—-nor is there any mention 
made of a cooperation with research institutes, even though in prac 
tice such institutes are frequently consulted. Here we find, undoubt 
edly, a gap in the legislation which should be filled for the benefit of 
the consumers by a loyal cooperation with all the government depart 
ments, especially in the case of establishing new “trade classes” (Ar 


ticle 1) and issuing regulations (Article 4). 


(6) Academic and other research institutes—At present there are 


only two academic institutes for food chemistry or technology—at the 


Universities of Frankfort on Main and Berlin-Charlottenburg. In all 
other cases such institutes exist only as subdivisions of the pharmaco 
logical institutes so that, up to now, the sub§ect of food chemistry has 
been traditionally supervised by the deans of pharmacy. As a result 
of this setup, which requires speedy correction on account of the ever 
growing importance of food chemistry, there has been only one case 
so far where a director of an institute for food chemistry attached to a 
university (Professor Diemair) has been consulted on the subject mat 
ter of proposed legislation. At present the qualification requirements 
for a degree in food chemistry are being reviewed and, in view of this 
development, it would be in the interest of our profession to create a 
few more separate academic institutes for food chemistry which, in 
due course, could also participate to a wider degree in the preparation 
of new legislation. 

The various research institutes for food chemistry and technology 
have been more conspicuous in the past, due primarily to the fas 
sighted support given to them by the federal and state ministries and 
also, on several occasions, by the food industry. They are being con 
sulted on all questions related to the preparation and drafting of laws 
and regulations so as to make certain that the laws and regulations are 
conceived not from a purely theoretical point of view, but so that they 
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can be applied in a practical fashion satisfactory to food manufacturers, 
as well as to officials concerned with food control, Another function 
of these research institutes is to contribute to the improvement of the 
quality of our food products by improving manufacturing processes 
as well as the methods of preservation. It must not be forgotten that 
all these regulations pose not only physiological problems, but also 
problems related to food chemistry, food technology, and analytical 
methods, and that consequently the cooperation of research institutes 
should be assured, regardless of the sources which provide for thei 


maintenance and support 


Following is a list of the various research institutes which have 
already cooperated in the preparation and drafting of new legislation 
This list does not claim to be complete and does not include institutes 


for chemical analyses 


Vame 


Federal Institute for the ‘ v ro Pelshenke 
of Grain (Bundesanstalt 


deverarveitung } 


Max Planck Institute for the Physi 
ology of Labor and Nutrition (Waa 
Pianck-Institut fur Arbettsphysto 
ne, Abt. Lrnahrungsphystologic) 


Research Institute for Tobacco (7 


haksforschungsuistitut) 


Federal Institute for Quality Re 
search of Vegetable Products (Bun 
desanstait fur (Juaittatsforschun 
phlanslicher lerzeugnisse) 

Hamburg Federal Institute for Fisheries (u 


Fischeret) 


Karlsrutie Keck ral Institute tor the Pre seTva 
tion of Food Products (Bundesan 
talt fur Lebensmittelfrischhaltun 

Kiel Federal Dairy Institute (Bund 

alt fur Milchwirtschaft) 


Kol ‘ederal Fermentation Institute In 


(Cologne) fur Garungswissenschaft) 


Kulmbact deral Institute for Meat Produ 
tion (Bundesanstalt fur Ileischwir 


hatt) 
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Place Name Director 


Munchen German Research Institute for Food Prof. Dr. S. W. Souci 
Chemistry (Deutsche Forschungsan- 
stalt fur Lebensmittelchemie) 


Munchen Institute for Food Technology and Dr. R. Heiss 
Packaging (/nstitut fur Lebensmit- 
teltechnologie und lV erpackung) 


Munster German Institute for the Research Prof. Dr 
on Fats (Deutsches Institut fur Fett- mann 
forschung) 


Weihenstephan Southern German Research Institute Prof. Dr. Zeiler 
for the Dairy Industry (Suddeutsche 
l"ersuchs- und Forschungsanstalt fur 
Vilchwirtschaft) 


(7) Committee for Food Law and Food Science of the Association of 
the German Food Industry——The old prewar Association of German 
Food Manufacturers and Dealers for Food Science and Food Law was 
dissolved at the end of the war. The part which this association had 
played received the following write-up by Holthofer in his Commentary 
on the Food Law: 

The association was based on voluntary membership, cooperated with the 
authorities by making numerous suggestions and comments which reflected the 
viewpoint of the food industry and also took into consideration the interests ot 
the consumers. The suggestions dealt with terminology, classification, and stand 
ards for food products and were an important contribution to the development 
of our modern Food Law, which has been generally recognized by the authori- 
ties as wellas by the courts. 

In view of the postwar setup with its zonal frontiers and the occu 
pation statute, a reorganization of the association was very much 


delayed. The first step in this direction was the creation of an Associ 


ation of the German Food Industry in February, 1950, by the various 
existing organizations of the food industry. The first convention of 
this association took place in Bonn and, on that occasion, a special 
committee for food law and food science was formed which deserves 
special attention because it continued the tradition of the old associa 
tion with reference to its cooperation in the preparation of the new 
German food law. Unfortunately, the committee is composed only of 
food manufacturers, whereas dealers in food products have not yet 
been included. Such a cooperation with the dealers and their respective 
organizations must be urged, especially because the dealer is in direct 
contact with the consumers and can play the part of a mediator be- 


tween the manufacturer and the consumer. 
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The committee for food law and food science has taken a very 
deep interest in all new legislation and has submitted a great many 
constructive comments and suggestions with respect to the drafts 
prepared by the committee for food chemistry representing the various 
state governments. It is hoped that a complete co-ordination of this 


work will be achieved in the near future 


(8) Consumers.—lIt is generally recognized that all food legislation 
should take into consideration the expectations of the consumer as a 
standard to be considered in preparing food legislation, and it has been 
repeatedly urged that the consumer organizations should be given an 
opportunity to participate in the preparation of new legislation. Some 
attempts in this respect were made by consulting certain so-called 
“consumer committees.” However, so far, the consumer organizations 
exercise their influence only through the intermediary of the political 


parties in the federal Legislature or through the labor unions 


In most recent times, however, a more active movement has got 


under way to assure the participation of consumer organizations in the 


preparation of new legislation. Thus, for instance, an Institute for 


Self-Help, which is working towards this goal and hopes to organize 
and co-ordinate the efforts of all existing consumer organizations, has 
been set up in Cologne. The final legal form of this organization has 
not vet been worked out, but the idea is to make it the representative 
organ of all consumer organizations in their dealings with the federal 
government and the food industry. It is to be hoped that this organiza 
tional task will soon be completed, providing the last missing link in a 
complete setup of over-all cooperation for the purpose of preparing 


new food legislation 


V. Summary and Prospects 


lf one considers the great variety of institutions which are avail 
able in an advisory capacity to the two federal ministries concerned 
with food legislation, one can be proud of their number and their quali 
fications. However, as has been mentioned before, the cooperation 
among all of these bodies is still far from being perfect, the main reason 
being that, so far, there has been no basic co-ordination in the work 
of the two federal ministries. Without such over-all co-ordination of 
efforts, no really satisfactory new legislation can be expected for quite 
some time to come. The delays in the preparation of the regulations 
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concerning food colorings and preservatives, the use of vitamins in 


food products, the bleaching of flour, the use of baking and pudding 


powders, and the preparation of nonalcoholic beverages and ice creams 
speaks an eloquent language. 

Inasmuch as all these regulations concern matters which affect 
not only the health of the consumer (Article 3 of the Food Act), but 
also the protection of the consumer against adulteration and fraud 
(Article 4 of the Food Act), a satisfactory solution can never be 
worked out exclusively by medical institutes, but requires the active 
cooperation of the agencies and institutions dealing with nutrition, 
food control and food research, and of the representatives of the food 
industry, the trade and the consumer organizations. 

The first step to bring about such a constructive cooperation would 
be the creation of a new body which would be composed ot representa 
tives of all the above-mentioned organizations. Such a “federal food 
committee” (Bundes-Lebensmittelauschuss) would concern itself with 
the solution of all controversies that might arise in connection with 
proposed legislation so that a final compromise could be reached be 
tween the two federal ministries concerned, and a joint draft could be 
submitted to the legislature. A similar procedure was followed before 
the war by the Reich Health Department and its medical and scientific 
advisors. Such a committee should be created, and its members should 
be appointed jointly by the Federal Ministry of the Interior and the 
Federal Ministry for Nutrition, Agriculture, and Forestry. 

The two federal agencies which are still in the process of formation 

namely, the Federal Health Department and the Federal Health 
Council—-will have to concern themselves primarily with matters of 
public health. This, however, does not exclude a fruitful cooperation 
between the research institutes and the representatives of industry, 
commerce and consumers whenever special questions of food legisla 
tion have to be discussed and considered. 

The ultimate goal of all these endeavors within the territory of 
the Federal Republic of Germany should be, however, eventually to 
achieve an international cooperation in all the important problems 
concerning food legislation under the auspices of the European Council. 


[The End] 











CAN A POISON EXIST IN A VACUUM? 


A Discussion 


of Section 403 (a) 


By BERNARD L. OSER 


By Present Interpretation, 403 (a) Provides for Establishing 
Not Whether Necessary Substances Present in Foods Are Poi- 
sonous, But Rather Whether Poisonous Substances Are Necessary 


TIS ESSENTIAL for the enforcement of certain provisions of the 
Federal Food, Drug, and Cosmetic Act to know whether any sub 
stance present in foods is “poisonous or deleterious.” Nevertheless no 
legal definition exists for these terms either in the \ct itself or in the 
regulations promulgated thereunder. .\dministrative and judicial deci 
sions as to their meaning are based on the context and phraseology 
of the particular sections of the law in which they occur, in relation 
to the fundamental purposes of legislation designed primarily to pro 


tect the public health 


Interest in the question of definitions arises from the difference 
in qualifying terms, and hence in administrative approach, to poison 
ous or deleterious substances in two sections of the Act (402(a)(1) and 
406(a)), both relating to adulteration. The ditference hinges on 
whether or not the poisonous or deleterious substance is an added one, 


Section 402 savs 


contams any poronous or deleteriou 


health; but m case the substance 
ot be considered adulterated under 
ubstance m such food dees not ordmart rend 


fis 


health | Italics supplied | 


There can be little doubt that this constitutes legal recognition of 


the existence in natural foods of substances which under extraordinary 


093 
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circumstances might be injurious. It is also observed that the intent 
of this clause is to provide that the conditions of normal use of such 
foods be taken into account. Otherwise, how could it be determined 
whether the quantity of the poisonous or deleterious substance would 


“ordinarily” render tt injurious to health ? 


In contrast, consider Section 406(a) which reads 


Any poisonous or deleterious substance added to any food, except where 
such substance is required in the production thereof or cannot be avoided by 
good manufacturing practice shall be deemed to be unsafe : but when such 
substance is so required or cannot be so avoided, the Secretary shall promulgate 
regulations /imiting the quantity therein or thereon to such extent as he finds neces 
sary for the protection of public health 

In determining the quantity of such added substance to be tolerated in or 
on different articles of food the Secretary shall take into account the extent to 
which the use of such substance is required or cannot he avoided in the production 
of each such article, and the other ways in which the consumer mav be affected 
by the same or other poisonous or deleterious substances. [Italics supplied. ] 


In effect this means that the tolerance regulations fix the limit of 
added poisonous or deleterious substances at levels which are techno 
logically required or unavoidable, provided they fall below concentra- 
tions which may cause jeopardy to health. 


As presently interpreted, Section 403(a) does not provide for estab 


lishing whether necessary substances are poisonous, but rather whether 


poisonous substances are necessary. In other words the sequence of 
determinations is: (a) Is the substance poisonous or deleterious? 
(b) Is it required or unavoidable according to good manufacturing 
practice? (c) Are the required or unavoidable quantities safe from the 
public-health standpoint? This presumes the existence of a class of 
poisonous or deleterious substances in a vacuum, so to speak, since 
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in arriving at the primary decision as to whether or not they are poi 
sonous or deleterious no account is taken of the ultimate quantity, 


frequency or manner of ingestion of such substances 


From the viewpoint of the toxicologist, an incongruous situation 
arises when the qualifying clause “which may render it injurious to 
health” is not considered to apply to added poisonous substances as 


well as to those not added. 


If a layman were to venture an analysis of Section 402(a)(1), he 
might find that the conditional clause defines as adulterated a food 
which “bears or contains any poisonous or deleterious substance 
(whether or not it is added) which may render it injurious to health.” 
The “but” clause which follows would seem to warrant the interpreta 
tion that, basically, both added and nonadded substances are excluded ; 
however, if these substances are not added, certain provisions apply 
(compare the rest of this paragraph) and if they are added, others 
apply (namely, section 406(a)). But in either case the kind of potson 
ous or deleterious substances it is intended to exclude are those that 
can render the food injurious, Thus it is justifiable in this context to 
define “poisonous or deleterious substances” in terms of their possible 


presence in foods 


When Added Substances May Be Considered Innocuous 


When no risk to health can be expected to result from the presence 
of the maximum quantity of an added substance in a food, compatible 
with its recognizability and acceptability as a food, it would seem 
reasonable to regard such a substance as innocuous. Naturally, other 
avenues of exposure to the substance must be considered in. this 


connection. 


In any case, reasonable limitations relating to the-conditions o1 
effects of administration should be placed on the definition of poison 
ous or deleterious substances. Technically speaking, anything may be 
harmful and nothing is safe, depending entirely on the manner and 
degree of exposure. The commonly known acute poisons, such as 
arsenic, cyanide, hemlock or snake venom, whose effects are immediate 
or lethal even in relatively small doses, present no question. It is 
those substances of low order of toxicity to animals, whose effects are 
cumulative or difficult to discern, that pose the real problem. In such 


instances it is often the relation of the more or less arbitrary test 
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dosages to the concentrations used in actual practice that constitute a 


controversial point around which predictions of hazard revolve. 


here is no foundation in toxicology for regarding all substances 
as either poisonous or deleterious, on the one hand, or safe or harmless, 
on the other. The optical physicist has his absolute white and absolute 
black, but there are no absolutes for the toxicologist. “Toxicity” de 
pends on species, age, weight, sex, dosage, route of administration 
physiological or pathological state, and manifold other factors com 
prising “experimental conditions.” Translation of toxicity data into 
terms of real or potential effect under any given set of circumstances 
as, for example, the determination of hazard to any particular segment 
of the population or to the public health generally, involves considera 
tions that go far beyond toxicity effects in laboratory animals.’ Fur 


thermore, what it is fashionable to call the calculated risk is derived 


by equating against the possibility of jeopardy to health, from the use 


of an added “poison,” the potential health advantages (for example. 
preservation of essential nutrients) or other benefits, be they esthetu 
(for example, sanitary packaging or freedom from insect contamina 
tion), hedonic (for example, improvement of flavor, color or freshness ) 
economic (for example, prevention of waste or spoilage) or merely 


convenient, 


No Zero Degrees of Toxicity, Poisonousness, 
Deleteriousness or Hazard 


Implicit in the phraseology of Section 402(a)(1) is the recognition 
that under some conditions the presence of a poisonous or deleteriou 
substance in a food may not render it injurious to health. Under such 
conditions it must be assumed that no significant hazard is involved 
or that the justifiable risk 1s small. But, regardless of this aspect of 
the problem, the fact remains that there is no zero degree of toxicity 


of poisonousness, of deleteriousness or, indeed, of hazard 


Human experience is replete with examples of risks to which we 
are knowingly exposed throughout our lives. Many involve far more 
serious and demonstrable injury than has ever been attributed to the 
presence of deleterious substances in foods. The exhaust from count 
less motor vehicles contaminates the very air we breathe with carbon 
monoxide and lead compounds—substances whose poisonous qualities 
have long been adapted to suicidal or homicidal purposes—vet it 1s 


' This subject has been discussed by the cals in Foods,"’ 29 Chemical and Engineer- 
writer in “Gaging the Toxicity of Chemi- ing News 2808-2812 (1951) 
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recognized that the risk attending such atmospheric pollution is small 
(except, perhaps, for traffie cops) and is outweighed by the benefits of 
automotive transportation. Alcoholic intoxication is a social problem 
of no small magnitude, vet public clamor put an end to the “great 
experiment” which deprived individuals of their right to take this risk 
What are ecuphemistically called the “irritant” properties of tobacco 
are almost universally recognized, yet who would dare outlaw the 
“dirty weed” on the ground of protecting the public health? We con 
sume enormous quantities of flavored catfeine or theobromine in the 
form of coffee, tea, cocoa and “coke” (by deliberate addition in the last 
case); we have for many vears added chlorine—the first poison gas 
used in World War |--to our municipal water supplies, and now we 
are adding fluorides. In all these instances quantitative (that is, dos 
age) considerations have resulted in the hazards being regarded as 
trifling compared to the real or putative advantages. It would seem to 
he just as reasonable to assess the use of added polsonous OF deleteri 

ous substances on the basis of their potentiality for injury to health 
im the amount and manner consumed, as is done in cases where such sub 
stances are not added, but are naturally present. To cite but a few 
examples, in spinach, rhubarb, tomatoes and many other vegetables, 
oxalates are present which interfere with calcium and iron utilization 

in cabbages, cauliflowers, turnips and other vegetables is found a 
goiter-inducing substance: and antivitamins have been identified in 
certain seafoods. No law can make such substances less deleterious 
simply by virtue of the fact that these substances have not been delib 


erately added 


Few Definitions of ‘‘Poison’’ Sufficiently Comprehensive 


Most discussions of this subject lead unerringly to the citation 
of clichés relating to toxic etiects of excessive intake of salt or of wate 
However, a proper understanding of the concept of “potsonous or del 
terious substances” should take into account the historical, as well as 
ordinary, significance of these terms and their relation to the funda 
mental purposes of the food law. Nevertheless, few intrepid souls have 
ventured a definition of poison sufficiently comprehensive to serve the 


purposes here discussed 


In the edition of Webster's International Dictionary that was 
extant around the turn of the century (when the Food and Drug Act 
of 1906 was in the making), a poison was detined as \nyv agent 


which, when introduced into the animal organism, is capable of produc 
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ing a morbid, noxious or deadly effect upon it.” The definition in the 
current edition (1951) reads: “Any agent which, introduced (especially 
im small amount) into an organism, may chemically produce an injurious 
or deadly effect.” The qualifications which I have italicized improve 
the accuracy of the definition but do not represent a change in the 
basic concept. Substitution of “injurious” for “morbid” or “noxious” 
is actually a broadening of the scope of the harmful effect which may 
be induced. The earlier obsolescent terms suggested a rather severe 
response involving injury or disease of a degree verging on death. 

The lethal potency of poisons * is recognized in the phrase “poison 
or other destructive or noxious thing” which, according to the Encyclo 
pedia Brittanica, occurs in English law. 


Justification for Expansion of Variety of Unsafe Substances 

Significantly, the current definition specifies that the effect of a 
poison must be a chemical one. This is consistent with, and provides 
justification for, the use jointly with “poisonous” of the term “deleteri 
ous.” A poisonous effect is perforce a deleterious one, but the reverse 


is not necessarily true. Hence it must be inferred that the conjunctive 


addition of “deleterious” was intended to expand the variety of unsafe 
substances to include those whose injurious effect is physical rather 
than chemical. Among such substances might be ground glass, metal 
filings, wood splinters or similar foreign matter not covered by the 
provisions governing filth or non-nutritive substances. 

“Deleterious” * is defined in Webster as “hurtful or destructive: 
noxious; pernicious.” These expressions imply consequences more 
drastic than discomfort or even than a slight deviation from a not-too 
well-defined norm. 

One definition of a poison, which seems to have considerable met 
it, is offered in the Encyclopedia Brittanica, namely: “A substance 
which by its direct action on the mucous membrane, tissues, or skin, 
or after absorption into the circulatory system can, in the way in which 
it is administered, injuriously affect health or destroy life.” In addition 
to chemical substances, this would include mechanical irritants coy 
ered by the term “deleterious.” This definition covers the “way” ot 

Morbid’ is derived from the Latin “Poison” comes from the Latin potio, a 
morbidus, from morbus, disease; ‘‘nox- drink, draught, potion or poisonous draught 
ious,’’ from the Latin nova, harm, akin to a progressive association of ideas which 
nocere, to hurt, necare, to kill, nex, violent reveals how treacherously men once lived 
death. Compare the German Gift (poison) cognate 


‘If you poison us, do we not die’” with our word for “present 
Merchant of Venice, Act III, Scene I ‘From the Latin delere, to destroy 
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administration, though perhaps the more comprehensive terms “man 
ner and quantity” are preferable; | think it would be improved further 


by the omission of the restrictive adjective “circulatory 


Extent of Protection to Public 


In actual practice the public protection afforded by these adultera 
tion provisions of the Act is principally against poisonous or deleteri 
ous substances whose presence in foods is not manifest (through 
modifications in appearance, color, odor, texture, ete.) or whose capacity 
for harm may be subtle or slow rather than obvious or acute. How 
ever, this should neither require nor justify setting up a class of sub 
stances which are poisons sui generis, without regard to the proposed 


manner or conditions of use. 


It is reasonable to assume that the philosophical basis for Section 
103(a) was to exclude the possibility of tampering with the food sup 
ply through the deliberate or incidental addition of any substance of a 
potentially injurious nature. It was recognized, however, that undet 


certain circumstances the presence of such added chemical substances 


could not be prevented or might even be essential to the production 


of a given food. The extent to which this eventuality has come to be 
realized is illustrated by the vast expansion in the number and variety 
of chemicals that have recently become available for use as pesticides, 


herbicides, antioxidants, plasticizers in container materials, et 


Why Old Foods Must Be Viewed in New Light 


It may be argued that such foods as bread, cheese, tomatoes, lard 
and ice cream existed long before we knew anything about the chemical 
additives which are considered today to be required or unavoidable in 
their production. Obviously, the question of their poisonousness would 
be immaterial were it not for the rather liberal interpretation of neces 
sity or unavoidability which has sanctioned the use of many of these 
chemical substances 

Whether or not the situation engendered by the present interpreta 
tion of Section 403(a) can best be resolved by a broad definition of 
“poison(ous),” it would appear to be reasonable and feasible either to 
modify this section by introducing the clause concerning the possibil 
ity of injury to health, as it appears in Section 402(a)(1) or, by admin 
istrative interpretation, to construe this clause as applicable to poisonous 


or deleterious substances, whether added or not. 
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Finally, it may be noted that the bills relating to the control of 
chemical additives to foods, now before Congress, indicate some recog 
nition of this problem. The Delaney Bill (H. R. 2245) requires that the 
Food and Drug Administration refuse approval for the use of an addi 
tive if, among other things, “the results of such tests show that the 
chemical additive is poisonous or deleterious and that it is unsafe or 
not required for such use or do not show that it is safe and required 
for such use.” (Query: Does the latter phrase modify both “safe” and 
“required” 2) The Miller Bill (H. R. 4901) requires that approval shall 
be denied if the investigations “do not include adequate tests by all 
methods reasonably applicable to show whether the chemical additive 
is safe for the use for which it is intended.” This would attord a realistic 
basis on which to evaluate the possibility of hazard to public health, 
Which ts--after all-—the major concern of the Food, Drug, and Cos 


metic Act [The End | 
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Cosmetics 


and the Allergic Consumer: 


A MEDICOLEGAL SYNTHESIS 


By ELWYN L. CADY, 


The Director of the University of Kansas City Law-Medicine Program 
States That Review of Problems of Allergic Users of Cosmetics Offers 
Argument for Integrated Training Programs in Law and Science 


N considering allergy and cosmetic law from a law-science view 
point,’ there arises a host of specific issues which must be worked 
through in the day-to-day progress of science and the law. Here 
however, we will be concerned with a few of the broader outlines 
which the social clinician must contemplate, regardless of his speciti 


employment ina particular case. 


Our major emphasis ts placed on scientific data as the proper 
foundation for social control through law. Verhaps the most formal 
ized statement of this doctrine is found in what is called “experimental 
jurisprudence.” * At amore earthy level, we can speak about the virtue 
of thinking scientifically in law practice as individual cases arise. th 
any event, the immediate goal here is to highlight general approaches 


to problems rather than to attempt exhaustive case evaluation 


Clinical Approach 


\s in medicine, the law has been traditionally more involved with 


“cure” than with “prevention.” We speak constantly of remedies for 


‘Smith, ‘The Philosophical and Practical 13. Ohio State Law Journal 167 (1952) 
Basis for the Synthesis of Law and Sci rraffic Control as Experimental Jurispru 
ence,’ 31 Texas Law Review 625 (1953) dence in Action 11 Nebraska Law Revieu 

tavenscroft and Solomon, ‘‘Vaccination 349 (1952) An Outline of the Nature and 
Smallpox and the Law—An Experiment in Methods of Experimental Jurisprudence 
Scientific Jurisprudence,’’ 32 Nebraska Lau 51 Columbia Law Review 415 (1951) Some 
Review 547 (1953); See also a series of Implications of Experimental Jurispru 
articles by Beutel Relationship of Nat dence,”’ 48 Harvard Law Review 169 (1934) 
ural Law to Experimental Jurisprudence 
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chents suffering legal injuries much as physicians speak of therapy 
for disease. Lawyers and doctors still are ordinarily called in when 
; rather than retained to prevent damage. 


people are “in trouble,” 


Rehabilitation of the allergic person injured by cosmetics * has, 
therefore, usually preceded thoughts of prevention in the mind of the 
counselor, Two theories, in general, have been employed for this pur 
pose-—breach of implied warranty and negligence. 

As commentators have pointed out, case law in this field is quite 
meager. There is no appellate report of a situation which could be 
said to determine concisely the issue of liability in favor of an allergic 
cosmetic consumer as such.* Hence, these writers have been active in 
analyzing all manner of related cases,’ medical literature and policy 
arguments. 


From reading the relevant case reports, one suspects that many 


plaintiffs’ counsel have failed to organize the medicolegal phases of 


their cases in sound fashion.® One wonders, too, if the medicolegal 


literature has been thoroughly digested by counsel.’ Leaving highly 
important problems of proof to others, I will try to crystallize the 


trend of medicolegal doctrine in cosmetic allergy cases. 


Literature Review 


soth breach-of-implied-warranty and negligence theories are dis 
cussed by Barasch.” He advocates a rule of liability in favor of the 
allergic individual : 

Responsibility here is predicated not upon liability without fault, but upon 
the doctrine that as between a consumer, ignorant of the injurious nature of the 
product purchased, and a manutacturer or held to, 
knowledge that the product ex necessitatu must harm some, the latter is properly 


liable.” 


vendor, possessed of, or 


versity Law Review 501 (1939): Note, 2% 


‘Most cosmetic injuries have an allergic 
lowa Law Review 792 (1939) 


basis. See Schwartz and Peck, Cosmetics 


there has been a failure 





and Dermatitis (1946), page 36 

* Dickerson, Products Liability and the 
Food Consumer (1951), pages 211-230 

A brilliant general analysis of sub- 
normal resistance is that of Dr. Hubert 
Winston Smith, ‘‘Relation of Emotions to 
Injury and Disease: Legal Liability for 
Pychic Stimuli,”’ 30 Virginia Law Revieu 
193, 254-260 (1944) More specifically, see 
Park and Thompson, ‘‘Seller’s Warranty 
A Decade of Massachusetts Decisions,’’ 29 
Boston University Law Review 393, 397-398 
(1949): Note, 26 Minnesota Law Revieu 
668 (1942); Chappers, Note, 19 Boston lUni- 


* For example, 
to bring out the disease nature of allergy 
and the fact that a significant proportion 
of the population is afflicted. See Urbach 
and Gottlieb, Allergy (1946), p. 79 

* The manifold complexities of legal doc 
trine in relation to medical insights in just 
one jurisdiction is well exposed by Over- 
street, ‘Some Aspects of Implied War 
ranties in the Supreme Court of Missouri 
10 Missouri Law Review 147 (1945) 

* ‘Allergies and the Law,’’ 10 Brooklyn 
Law Review 363 (1941) 


* Cited at footnote 8, at p. 377 
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\n interesting contrast is an article by Cull,’® written from the 
defense lawyer's viewpoint. It comments on several of the cases relied 


on by Barasch and emphasizes nonliability facets of the decisions." 


More recently, negligence doctrines have been sifted by Cavitch,”* 


' Liability in negh 


and breach-of-warranty principles by Horowitz 
gence is favored by Cavitch under a duty of a manufacturer or vendor 
to use 

due care in ascertaining the allergenic effect of his product and to warn 
the consumer of any discovered danger Although the imposition of that duty 
might result in a kind of strict liability, it would have the beneficial effect of 


“ 


hastening the elimination of potent allergens from many products 


Horowitz cogently develops a broad principle of implied-war 
ranty responsibility of manufacturer or vendor: liability as to allergic 


plaintiffs “except in cases where it would be reasonable to conclude 


that the vendee had sufficient knowledge as to the possibility of the 


presence of antigens "s 


Preventive Approach 


If we grant that arguments for lability are valid, then the prin 
ciples set out point the way to protective action that potential defend 
ants can pursue. Products-hability insurance can be secured to prevent 
heavy financial loss.’* More important, however, is the fact that liabil 
itv can be prevented, Also, actual harm to allergic cosmetic customers 


can be minimized through an adequate preventive program 


The entire matter of prevention is coming to be of increasing im 
portance as cases of legal injury pile up. We already have departments 
of preventive medicine in most medical schools, and a curriculum in 
preventive law is currently being urged \s concerns cosmetic-allergy 
cases, we can look to four developments which can be examined as 


bases for sound programs of prevention 


Allergy and the Law 12 Insurance ‘Cited at faotnote 12, at p. 261 

Counsel Journal 45 (1945) Cited at foonote 13, at p. 236 

1 Quite instructive in this connection is Miller Liability of a Manufacturer 
a comparison of annotations: 121 A, L. R for Harm Done by a Product s Syracuse 
164 (1939) with 26 A. L. R. (2d) 963 (1952) Law Review 106 (1951) 

Negligence— Liability of Manufacturer Brown Preventive Law and Public 
or Vendor to an Allergic Consumer,”’ 49 Relations: Improving the Legal Health of 
Vichigan Law Review 253 (1950) America 39 American Bar Association 

>“ Allergy of the Plaintiff as a Defense Journal 556 (1953) 
in Actions Based upon Breach of Implied 
Warranty of Quality,”’ 24 Southern Cali- 
fornia Law Review 221 (1951). 
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(1) Present operation of the food, drug and cosmetic laws of fed 
eral and state scope has a preventive flavor. Provision for cautionary 
labeling of coal-tar hair dyes * illustrates the kind of procedure which 
can forestall liability to a plaintiff who chooses to proceed at his own 
risk. Barasch uses this example in analyzing the efficacy of predis 
position notices to prevent liability.’” 

(2) Delaney Committee recommendations for a “new cosmetic” 
amendment to the present Federal Food, Drug, and Cosmetic Act are 
designed to prevent or minimize injury to allergic users of cosmetics.*° 
The comprehensive program contemplated by such an amendment 
would seem to give manufacturers and vendors a fine opportunity to 
prevent recoveries by allergic plaintiffs in either tort or contract 
actions 

(3) Similar possibilities are available under the present voluntary 
evaluation program conducted through the Committee on Cosmetics 
of the American Medical Association. The committee’s “official rules” 
require that cosmetics submitted for acceptance shall have undergone 
patch tests and usage studies. Also required is disclosure of the ingre 
dients of the preparation to the committee. No provision is made for 


disclosure of ingredients to consumer, however. 


(4) The cosmetic manufacturer can, of course, conduct exhaustive 


preliminary testing and can place notices of ingredients on his products 


without submitting the cosmetics to an outside agency. Pursuance ot 
such a program enchances the “probative potential” of defense counsel 
in resisting allergy claims 

These developments have been violently criticized * but not as 
vet, to my knowledge, on the ground that legal liability to allergic con 


sumers would be circumscribed. 


Duty of Social Clinicians 


Keview of the problems of allergic consumers of cosmetics fur 
nishes eloquent argument for the need of broad training programs in 


law and science today.** The lawver dealing with these matters must 


' Sec. 601 (a) of the Federal Food, Drug * Mayham Chemicals in Cosmetics 7 
and Cosmetic Act FOOD DRUG COSMETIC LAW JOURNAL 
184 (1952) 

In this connection, The Food Law In- 
stitute’s national educational program is 
particularly praiseworthy 


” Cited at footnote &, at p. 375 

"H. Rept. 2182, 82d Cong., 2d Sess 

“Conclusion drawn from personal com 
munication with V. L. Conley, of the com 
mittee’s staff 
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be versed in science if he is to grasp the many ramifications of cosmetic 
law. Conversely, scientists in this field require relevant legal instruc 
tion.** With the increasing accent on this integrated training in educa 
tional centers, we can confidently contemplate an expanding class of 
lawyers who are adequately trained as social clinicians. It will be 
these social clinicians of the future who must guide the law in rational 
and just paths. Enigmas of the allergic cosmetic consumer certainly 
deserve their penetrating and continued study |The End] 


¢ TRADE REGULATION—MISREPRESENTATION ¢ 


Oleomargarine \ manutacturer of oleomargarme is charged 
with misrepresenting such oleomargarine as a dairy product by using 
a misleading name and the words “country-fresh” and “dairy sweet” 
in advertising the product Phe case is brought under the 1950 amend 
ment to the Federal Trade Commission Act specifically prohibiting 
advertisements in which representations are “made or suggested” that 
oleomargarine is a dairy product (Complaint issued October 19, 1953 
released October 29, 1953.) 


Candy \ candy company has agreed to st representing that 
its candies contain a greater quantity of dextrose than rose, or that 
the dextrose content furnishes more energy than the 
(Released October 7, 1953.) 


Peppermint tea, etc. \ manufacturer of tood and drugs ts 
prohibited Irom representing that its peppermint tea sweetens the 
testinal tract, that its apple-juice concentrate elimimates mucus and 


toxins or that its honey is a cure tor coughs and colds d issuce 


September 25, 1953: released October 7, 1953.) 


Medicinal preparation Che selles 
has been ordered to stop misrepresenting the tl 


S preparation wu he treatment ot anemia 
October r4 1953.) 


Vitamin-mineral preparation mm 


mineral product ts charged with talsely represen 


effective treatment tor aches, pains, headaches and n 


issued October 13, 1953: released October 24, 1953.) 


Truss \ complamt agamst a company charged th om 
im the sale ota truss 1s dismissed rhe eck ral lrade 
mission affirmed a hearing examiner's ruling th: | evidence 
te support the all ations of the complaimt nal order 
October &, 1953.) CH Trappe Reeutatrion R 


11,524; 11.541; 11,539; 11,523 


‘Incidental to a moving plea for closer sium on Medicolegal Problems (Series 2 
cooperation of law and science in this area 1919) page 200.) Close study by scientist 
Dr. Morris Fishbein left the impression of such outstanding texts as Arthur, Law 
that there had been included a new cos of Drugs and Druddists (2d Ed 1947) 
metic provision in the Food, Drug, and which reviews the Act, can minimize such 
Cosmetic Act of 1938 (Levinson, Sumpo egal ‘‘bobbles 





By PAUL SOUCY 


The Proprietary or Patent 





ITH the growth of the patent-medicine industry in North America 

during the past few years, it may be of interest to look at the act 
which has been in force in Canada since 1909 and which is unique, 
inasmuch as it is concerned exclusively with this class of preparation. 

\t the commencement of the present century a committee was 
appointed by the Canadian Parliament to study the patent-medicine 
industry. This committee, following its survey, reported the existence 
on the market of hundreds of secret-formula medicines, many of which 
contained drugs such as cocaine, opium, strychnine, arsenic and other 
equally dangerous ones, while many were simply alcoholic beverages 
sold under the guise of medicine. 


These findings, and the fact that the federal legislation then in existenc: 
did not cover secret-formula proprietary preparations nor any drug 
which was the subject of a patent, resulted in the enactment by 
parliament of the Proprietary or Patent Medicine Act in 1908, This 
act became operative in April, 1909. For convenience, in this article, any 
reference to “the act” will be to the Proprietary or Patent Medicine Act. 

The act at first applied solely to secret-formula preparations for 
internal use and specifically excluded pharmacopoetal preparations 
which were regulated by the Adulteration Act and, later, by the Food 
and Drugs Act, which replaced the Adulteration Act. The act was 
later extended to cover secret-formula preparations for external use. 

Because of the existence in Canada of two separate pieces of 
legislation, both concerned with therapeutic preparations, it may be 


useful to explain the distinction between those drugs which come unde1 
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| Medicine Act of Canada 


f 


Mr. Soucy, Chief of the Division of Proprietary or Patent Medicines, 
Department of National Health and Welfare of Canada, at Ottawa, 
Has Held that Position Since 1951. He Joined the Department 
as Assistant Chief of the Division at the End of World War Il 





the provisions of the Proprietary or Patent Medicine Act and those 
which come under the operation of the Food and Drugs Act 


Broadly speaking, drugs can be divided into two classes, the first 
covering what may be called pharmacopoeial drugs and the second 


covering pre yprietary drugs or preparat ms 


The definition of a proprietary or patent medicine, as given in th 
act, specifically excludes from its operation any drug whose name 
composition or definition ts found in any pharmacopoeia or recognized 


formulary, or upon whose label is printed the true formula or list of 


ingredients. The effect of this definition is to exclude pharmacopocial 


preparations or official drugs, as well as preparations which are sold 
under the provisions of the Food and Drugs Act with a list of then 


medicinal ingredients shown on the label 


Therefore, if proprietary preparations are sold under the provi 
sions of the Food and Drugs \ct itis required by regulation that there 
be given on the label a list of the medicinal ingredients contained in 
the preparation. If included under the provisions of the Proprietary 
or Patent Medicine Act this 1s not required and, in leu thereof as 


will subsequently be explained—there is shown only a registration numibes 


This latter is, of course, subject to certain exceptions in the case 
of what are called scheduled drugs, which have toxicity or which do 
not possess suc h a wide margin of safety as would make a declaration 
of their presence unnecessary In the case of these drugs, their 
presence must still be declared, even though the preparation is one 
which is brought under the provisions of the Proprietary or Patent 


Medicine Act. It will thus be seen that in the case of proprictary 
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preparations, a manufacturer can decide whether to market his product 
under the provisions of the Food and Drugs Act or to make an applica 
tion to bring the same within the provisions of the Proprietary ot 
Patent Medicine Act, and thus dispense with the disclosure on the 


label of the medicinal ingredients which it contains. 


This somewhat detailed explanation is considered to be necessars 
because it is difficult sometimes for a person who is not intimately 
acquainted with the administration of the two acts, as well as the dit 
ference between them, to understand why certain proprietary prepara 
tions in Canada contain a list of their active medicinal ingredients on 
the label, whereas others merely have a registration number undet 


the Proprietary or Patent Medicine Act. 


Scope of Article 


The purpose of this article will be to deal exclusively with those 
preparations which come under the prov isions of the act, and to explain 
the administration of that act: the benefits which are provided. —both 
to the consuming public and the manufacturers—by its provisions 


and the steps which are needed to bring a preparation within its ambit 


The purposes of the original act were threefold: first, to prohibit the 
use of cocaine in patent medicines; second, to control the use ot 
dangerous drugs in patent medicines; and, third, to restrict the use 
of alcohol therein. Cocaine was prohibited outright. 


\ list of 34 drugs was established in a schedule, and the presence 
of these drugs was required by legislation to be declared on the label 
if present in amounts considered to be dangerous to health. Under 
the present act if the quantity of any such drug exceeds the amount 
established as proper for use, the preparation cannot be sold at all 
The use of alcohol in excess of the amount required as a solvent o1 
preservative was permitted only if the mixture was sufficiently medicated 


to make it unfit as a beverage. 


Registration and Labeling Requirements Under Original Legislation 


very manufacturer of a proprietary or patent medicine was 
required to procure, annually, a numbered certificate of registration 
and to furnish a list of the medicines which he proposed to manufac 
ture, but he was not originally required to furnish information respect 
ing the composition of his product. The statute required the label of 
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such a product to show its trade name, the manufacturer's registration 
number, and his name and address. There were no provisions atiect 
ing medicinal claims or advertising, and preparations intended for 


external use or application were not provided for in the statute 


In looking back on the original legislation in the light of present 
day conditions, one ts immediately struck by the absence of any provi 
sion respecting therapeutic claims. It 1s important, however, to keep 
in mind that this legislation was enacted some 45 years ago and repre 
sented the first attempt by the government to bring into the patent 
medicine industry a fornmr of regulatory control. It should also be 
recognized that there was no other legislation that was specifically 
designed for secret-formula preparations and the alternative would 
have been to eliminate secret-formula preparations from the market 
and to require all such preparations to disclose their respective 


medicinal ingredients 


\part from this, the Adulteration Act of that time which wa 
succeeded by the Food and Drugs Act was mainly concerned with 
standards. There could, of course, be no such thing as a standard for 


a secret-formula preparation 


Precursor of Present Administrative Controls 


In spite of its limitations, the initial legislation possessed great 
merit in that it provided a practical and etfective means to recognize 
secret-formula preparations, and paved the way for the kind of adminis 
trative control which is now contained in the act. The original act 
served its purpose well, because within a space of some 11 years, sut 
ficient experience had been gained to indicate wherein the legislation 
required modification or change. In 1919, therefore, substantial amend 
ments were etfected which brought about the following important 
changes to the original legislation 

(1) External remedies were brought under the Proprietary o1 
Patent Medicine \ct 

(2) Each individual preparation was required to be registered 
separately 

(3) An annual license for sale had to be procured for every product 


(4) A clause was added to provide for the cancellation of 


registration if the formula or name was changed in any mannet 
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(5) The list of dangerous drugs included in the schedule was 
almost doubled, and it became mandatory to declare the amounts of 
such drugs on labels. 

(6) An advisory board was created and given power to rule on the 
alcoholic content of proprietary or patent medicines, and to fix maxi 
mum limits of dosage for drugs named in the schedule mentioned above. 

(7) The manufacture and sale of proprietary or patent medicines 
containing opium or its derivatives for internal use were prohibited. 

(8) Representations of a cure for any disease were prohibited, as 
well as any false, misleading or exaggerated claims whether made on 


labels, wrappers, circulars or in any advertisement. 


Possibly the most important change which resulted from the 1919 


amendment was the prohibition against representations as a cure for 


any disease, and against false, misleading or exaggerated claims mad 


on the wrapper or label or in any advertisement. It then became pos 
sible, for the first time, to halt the sale of preparations purporting to 
cure serious diseases or which made exaggerated or extravagant claims 
for therapeutic success on such conditions as cancer, tuberculosis, 


diabetes and many others. 


At a later date, in 1934, the Food and Drugs Act was amended 
to set up a list of conditions or diseases for which it became illegal to 
advertise, to the general public, a food or a drug as a treatment. While 
no such list was actually established under the Proprietary or Patent 
Medicine Act, the list of conditions which is contained in the Food 
and Drugs Act covered substantially those conditions which were, 
following the 1919 amendment, brought within the scrutiny of the 


Proprietary or Patent Medicine Act. 


First Result of 1934 Amendment 


The first result of the amendment was to reduce from some 60,000 
the number of preparations which had been sold under the original 
act to some 6,000. At the present time there are approximately 4,000 
preparations which are registered under the act, and this number has 
remained fairly constant in recent years. 

Having discussed the purpose of the original act and the effect of 
the only amendments of consequence that have been made to it, it may 
now be useful to outline the administrative control which is exercised, 


the steps which are required to bring a preparation under its provisions, 
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and what may be considered as certain economic advantages which tt 


possibly confers on a manufacturer. 


Being federal legislation, it of course has effect in all parts of 
Canada and is not governed by any considerations of interprovincial 


or intraprovincial commerce. As federal legislation it is paramount 


in the case of any conflict between its provisions and the provisions 


of a provincial statute. Its administration is by the Department ot 
National Health and Welfare Act under the control and direction of 
the Minister of National Health and Welfare. Within the Department 
of National Health and Welfare, the act is under the direct adminis 
tration of the Chief of the Proprietary or Patent Medicine Division 
which, in turn, is under the administrative direction of the director 
of the food and drug divisions. The identification, therefore, of the 
Proprietary or Patent Medicine Act with the Food and Drugs Act is 
maintained, but with such administrative recognition as to preserve 


the essential difference between the two statutes 


Advisory and Intradepartmental Boards 


The chief of the Proprietary or Patent Medicine Division has to 
assist him in the exercise of his responsibilities an advisory board 
established under Section 9 of the act and an intradepartmental board 
established under the authority of the Minister of National Health 
and Welfare 


The advisory board consists of five members: Its chairman is the 
director of the food and drug divisions in his capacity as Chief Domin 
ion Analyst; two members are representative of colleges of pharmacy 
and two are representative of medical schools. This board has the 
responsibility of surveying the schedule to the act and ensuring that 
itis kept up to date and ts suitably amended from time to time as new 


drugs which ought to be made the subject of its control are introduced 


The intradepartmental board consists of medical officers, pharma 
cologists and the legal officers of the department. The function of 
this board is to assist the chief of the division in the assessment of 
therapeutic claims which are made for proprietary preparations and 
determination as to whether the medicinal ingredients which they 


contain are sufficient to support or to justify such claims being made 
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With an explanation of the administrative facilities which are 
furnished in the department, it may now be useful to explain the steps 
which are taken in bringing a preparation under the provisions of the 


act, 
Steps Toward Bringing Preparations Under Act 


\s has already been explained, proprietary or patent medicines, 
when brought under the provisions of the act, can be sold only unde 
a registration number and, subject to the exception mentioned, without 
disclosure of ingredients. When applying for registration, therefore, 
an applicant is required to furnish to the department the name undet 


which the preparation will be offered to the public, its qualitative and 


quantitative formula, the percentage of alcohol which it contains and 


the proportions—-if any—of drugs which are mentioned in the schedule 
to the act, the amount thereof which would be yielded by a single, as 


well as a daily, dose 


In addition to this information, the manufacturer 1s required to 
furnish a copy of his label showing the claims which he intends to 
make for his preparations, the directions for use and other relevant 
material, from which an assessment can be made of the validity of such 
claims in the light of the known or possible therapeutic value of the 


ingredients. 


It follows, of course, in having regard to the claims, that the names 
of preparations must be of a suitable character and not suggestive of 
any serious diseases or conditions. By way of illustration—a prepara 
tion which would be suggestive of treatment for cancer, tuberculosis 


or heart condition, among others, would not be granted registration 


The name and address of the manufacturer must be given. In 
the case of a foreign manufacturer, there is required to be furnished 
the name and address of a person or corporation in Canada to be con 
sidered as the agent of the manufacturer and who assumes responsi 


bility in Canada for the marketing of the product. 


The medicinal ingredients must be shown by their proper or re 
ognized pharmaceutical names, and quantities must be given for a 
stated volume or weight of the finished product or, in the case of pills 


tablets or capsules per unit of dosage. 
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Drugs Which May Not Be Ingredients of Proprietary 
or Patent Medicines 


Drugs which, under the provisions of the Food and Drugs \ct 
can be sold only on medical prescription may not be contained in any 
proprietary or patent medicine. Barbiturates, sulphas and antibiotics, as 
well—of course—as narcotic drugs, are not permitted to be present 
in such preparations. The advisory board may, from time to time 
exclude other drugs from such use 

With the information so furnished, with the ingredients not cor 
Hheting with any requirements of the act, and with the claims advanced 
for the preparation-—in the opinion of the officers concerned-—appro 
priate or such as can be reasonably supported by the available scientitn 
knowledge, the preparation is registered and a license is issued to the 
manufacturer for its sale in Canada. The license is, of course, an annual 
license. This permits of an opportunity not only to review the prep 
aration in the light of discoveries which may from time to ume be 
made, but also to exercise some adequate control over such prepara 


tions in the interest of the consuming publi 


\mong the considerations which guide the administrative officers 
of the department in granting or refusing the registration, in addition 
to the quality of the claims which may be made and the use to which 
the preparation is put, is whether or not it may interfere with the 
treatment of serious conditions which should not be left to home 


diagnosis and care 


Refusal of Registration on Basis of Ingredients or Claims 


Registration is in the nature of the exercise of a discretion and 
even though a preparation may technically be brought within the four 
corners of the act, registration may be refused on grounds of public 
policy. This either can be because of the ingredients which the prep 
aration contains or the lack of them, or because of claims which may 
be advanced and which, in the opinion of the appropriate officers 
would not be in the public interest. The principles which the depart 
ment follows in assessing an application for registration are the result 
of experience gained over the past 40 vears, in connection with many 
thousands of preparations which glowingly or enthusiastically purport 
to cure the country of all its ills 


In addition, of course, these principles keep in step with scientiti 


progress and the growth of medical knowledge. For example: Until 
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a few years ago, an assortment of tonics and laxatives were widely 
advertised for arthritis and rheumatism. 


Since 1939, however, no proprietary or patent medicine has been 
given registration if claims are made for it as a treatment for arthritis, 
rheumatism or neuritis. Claims may, however, be made for such prep 
arations if they contain therapeutic amounts of suitable analgesics for 
the temporary relief of pain and discomforts associated with these 
conditions. Again, external preparations, such as liniments and rubs 
to be applied with massage, may be advertised for the temporary 
relief of arthritic, rheumatic and neuritic pains. 


In the field of diuretics and laxatives, wide claims were at one time 
made for the treatment of kidney and liver ailments. Such prepara- 
tions may now be registered only if the claims are worded in such a 
way that the public will understand that any benefit from their use is 
in the normal effect of increased diuresis or peristalsis. Such prepara 
tions, therefore, may not be registered if advertised as a remedy for 
diseases of the kidneys or liver. Because of long usage, certain liver 
pills so named continue to be registered, but with suitable modification 


of the claims which may be made for their action. 


With respect to new drugs, the attitude of the administration is 
that their safety must first be established by a wide period of use, under 
competent supervision, before they can be considered for inclusion in 
a preparation eligible for registration. For example: The antihista 
minics which are sold without a prescription are nevertheless not con 
sidered to be sufficiently known or demonstrated in terms of universal 
safety to be included in a preparation, the list of ingredients of which 


is not disclosed to the public. 


When Cautionary Statement May Be Required 


If necessary, as a condition of registration, a caution or warning 
statement may be required to be contained on the label or certain 
modifications may be required in connection with the directions for use. 
With an assessment so made in terms of principles which guide admin 
istration—some of which have been outlined—either registration is 
granted or the applicant is informed of the reasons why it cannot be 
given. Frequently, registration may be possible with some modification 
or change, either in the formula or in the claims which are made for 
the product. If so, the applicant is so advised. 
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In addition to the foregoing steps which are taken to ensure that 
the public is adequately protected against extravagant claims and 
worthless preparations, the advertising which is from time to time 
published is under continuous review in the department. Should any 
objectionable statements appear in the form of advertising, steps are 
taken to bring the same to the attention of the manufacturer con 
cerned. If a satisfactory arrangement is not reached with respect to 
the claims, the department may consider the revocation of the license 
which the manufacturer holds and thus prevent his product from being 
sold under the provisions of the Proprietary or Patent Medicine Act 


It would be appropriate to point out in this connection that the 
Proprietary Association of Canada, which is essentially concerned with 
products registered under the provisions of the Proprietary or Patent 
Medicine Act, is equally as anxious as the officials of the department 
to eliminate undesirable advertising from the field of such preparations 
The closest harmony exists between the association, individual mem 
bers of the trade, and the department in matters pertaining to proper 
advertising of secret-formula preparations. 

The facilities of the Food and Drug Division are, of course, open 
to the Proprietary or Patent Medicine Division. The inspectors of the 
former in the various districts in Canada in which they operate also 


supervise the distribution and sale of proprietary or patent medicines 


They accordingly review newspaper advertising and submit from time 


to time copies of advertisements, as well as actual samples of prepara 
tions, which they feel merit inspection at the headquarters of the 
department 

Economic Factors Involved 


The above sufficiently explains the historical development of the 
legislation and its present administration. It may now be appropriate 
to discuss the economic factors which have been referred to from time 
to time. 

Under the Canadian constitutional situation, a province is given 
exclusive jurisdiction to deal with what are called matters affecting 
property and civil rights in the province. This autonomy is, of course, 
subject to any paramount legislation at the federal level, provided that 
the latter is a valid exercise of federal authority. 

Local conditions respecting the sale of drugs, who is authorized 
to sell, and the qualifications required in the practice of a profession 
are among matters which are regarded as coming within the field of 





PAGE 716 FOOD DRUG COSMETIC LAW JOURNAL—-NOVEMBER, 1953 


property and civil rights. Accordingly, the provinces have respectively 


enacted pharmacy acts to control the practice of pharmacy. To a very 
vreat extent, this legislation restricts to pharmaceutical chemists or 
retail druggists the sale of drugs. There are, of course, certain excep 
tions as, for example, epsom salts and bicarbonate of soda. These are 
simple and recognized home remedies which may be sold other than 


in retail drug stores. 


Provincial Laws Confining to Drugstores General 
Sales of Therapeutic Preparations 


In general, however, therapeutic preparations may be sold only 
in drugstores. This is a situation resulting from the pharmacy law of 
the province, and not from any federal control. In each of the provinces 
where there is such a restriction on the sale of preparations, an exemp 
tion is made by the provincial law in the case of preparations which 
are registered under the Proprietary or Patent Medicine Act. There 
Is, accordingly, a very substantial commercial advantage in having a 
preparation registered under the provisions of the act if it is of a kind 


that would enjoy any retail sale in other than a drugstore 


Grocery stores, notion stores and others do stock certain patent 
medicines. Were it not for the exemption which is contained in the 
provincial law to permit the sale of patent medicines which are regis 
tered under the provisions of the act in other than drugstores, the sale 
of these preparations would be limited to retail drugstores, and thus 
would enjoy a much more restricted market than is possible with the 
extended outlets. While, as can be seen, there is a definite commercial 
advantage in bringing a product under the provisions of the act, there 
nevertheless is a form of control made possible by this privilege in 
terms of protecting the public against useless or worthless preparations 


and from fraudulent exploitation. 


The result is thought to be one that is very much to the public's 
advantage but, at the same time, to those who bring themselves within 
the operation of the act there is a commensurate benefit. Thus, both 
the public and the manufacturer are benefited. 


It is hoped that the above explanations of this legislation may 
prove of interest not only to those who are concerned with the manu 
facture and sale of proprietary medicines, but also to the members of 
the consuming public which it is intended to protect [The End] 





The Imitation Jam Case 


By GEORGE FAUNCE, JR. 


The Writer, General Counsel for the Continental Baking Company 
in New York City, Expresses the Opinion that This Controversial 
Decision of the United States Supreme Court Was a Sound One 


| HAVE BEEN ASKED to express my opinion on the ettect of 
the controversial decision of the United States Supreme Court im 
the /mitation Jam case.’ This controversy arose when the Food and 
Drug Administration seized a food product which contained a lesser 
amount of fruit preserves than was permitted by the jam standards 
Che food was labeled as imitation jam. The government claimed that 
the food was misbranded under Section 403(g¢) of the Act, on the 
theory that it purported to be a food for which a standard of identity 
had been prescribed and that this food did not meet that standard 
The manufacturer claimed that the food did not violate the Act as it 
Was an imitation of another food and was properly labeled in accord 
ance with Section 403(c). The federal district court rendered a decision 
in favor of the manufacturer Phis decision was reversed by the fed 
eral circuit court holding that the food purported to be and was rep 
resented as a standard food; that it did not meet the standards; and 
that it was unlawful under Sections 401 and 403(g¢) of the Act lhe 
Lnited States Supreme Court reversed the decision of the circuit court 


and held that the food was protected under Section 403(¢) of the Act 


In my opinion, the decision of the Supreme Court was a’sound one 


By this momentous decision, the Supreme Court refused to continue 


U. 8. 2 Cases, More or Less, Con (1949); Kleinfeld and Dunn, Federal Food 
taining Sia Jars of Jam, CCH FOOD Drug, and Cosmetic Act, Vol. II, p. 122 
DRUG COSMETIC LAW REPORTS ° 7193 a Cases, More or Less, Con 
340 I S. 593: Kleinfeld and Dunn, Fed taining Six Jars of Jam, CCH FOOD 
eral Food, Drug, and Cosmetic Act, Vol DRUG COSMETIC LAW REPORTS °* 7162 
II. p. 499 Iss) FF. (2d) 1014 (1950) Kleinfeld and 

t gs Cases, More or Less, Con Dunn. Federal Food, Drug, and Cosmeti 
taining Sic Jars of Jam, 87 F. Supp. 735 Act, Vol. I, p. 173 


717 
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the trend of enlarging the scope of the Act by judicial interpretation 
which would be contrary to the written intent of Congress. By enact 
ing Section 403(c) of the Act, Congress clearly indicated its desire to 
protect wholesome foods which are imitations of other foods if they 


are properly labeled as imitations. I cannot see any justification for 


prohibiting the marketing of a wholesome and nutritious food simply 


because it is an imitation of a standard food. 


Not Inconsistent with Prior Decisions 


This decision is not inconsistent with the prior decisions of the 
Supreme Court interpreting the Act. It is true that in the Quaker Oats 
case,* the Supreme Court did bar a wholesome food from the channels 
of interstate commerce. The Quaker Oats case is easily distinguished 
from the /mitation Jam case on the facts. The food in the Quaker Oats 
case was labeled as “farina with Vitamin D.” Standards of identity 
had been promulgated for farina and for enriched farina. Under those 
circumstances, the purchaser could not be sure of the nature of the 
food “farina with Vitamin D,” and he could easily confuse it with the 
standard foods, farina or enriched farina. In purchasing imitation jam, 
the purchaser has no difficulty in distinguishing it from the standard 
jam products, since it is properly labeled as an imitation and thereby 
protected under Section 403(c) of the Act. 


Critics of the /mitation Jam case have argued that it will defraud 
the public in that imitation foods will be passed off as standard foods 
in places such as restaurants and inns where the consumer has no 
opportunity to examine the labels of foods. When imitation jam is 
passed off as pure jam in that manner, it is a violation of Sections 
402(b) and 403(b) of the Act. Under Section 304(a) of the Act, the 
federal government may seize any article of food that ts adulterated or 
misbranded while in interstate commerce or while held for sale (whether 
or not the first sale) after shipment in interstate commerce. It cannot 
be argued, therefore, that the /mitation Jan: case attords any protection 
to the person who passes off an imitation food as a standard food. 
Furthermore, a different result in the /mitation Jam case would not 
deter the unscrupulous restaurateur or innkeeper from passing off imi- 
tation jam as pure jam because he can produce his own imitation jam 
by the addition of sugar and water to the pure jam. In fact, C. W. 
Crawford, Commissioner of Food and Drugs, indicated in his article, 





‘ Federal Security Administrator v Kleinfeld and Dunn, Federal Food, Drug, 
Quaker Oats Company, 318 U. S. 218 and Cosmetic Act, 1938-1949 (1949) 
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“Gaps in Consumer Protection Under the Food and Drug Law,” 
that a consumer can produce imitation jam from pure jam at a lower 
cost than he can purchase imitation jam as such. In my opinion, this 
is a problem of local enforcement of the Act which exists regardless 
of the /mitation Jam case. 

There have been critics of the /mitation Jam case who have argued 
that it will render the food standards ineffective. If the protection of 
the standards requires that we prohibit the marketing of a wholesome 
and nutritious food within the price reach of a large group of pur 
chasers who cannot afford the price of a standard food, the fault ts 
with the standards and not with the /mitation Jam decision. Prohibiting 
a wholesome food which is an imitation of a standard food would have 
the effect of fixing food prices. For those consumers who wish to 
purchase the standard food, there can be no confusion, The imitation 
must be clearly and properly labeled as an imitation. There is nothing 
difficult or strange about the word “imitation.” The purchaser is not 
confused, When he purchases an imitation of a standard food, he is 
aware that the imitation is inferior to the standard food. It does not 
follow that the imitation, because it is inferior to the standard food, 
should be unavailable to the purchaser who wishes it for reasons ot 
economy or preference. It would appear to this writer that when the 
standards only serve to benefit a particular group of manufacturers, 
fix the price of food and remove from the market a wholesome and 
nutritious food which is clearly distinguished from the standard food 


by being labeled as an imitation, we should re-examine the advisability 


of paying so high a price for the protection of food standards 


Application of Jam Decision to Baking Industry 


As a practical matter, the direct application of that decision to the 
baking industry will have no pronounced effect. Among literally hun 
dreds of varieties of bread and cake, standards of identity were promul 
gated last vear for only five types of bread.” Since the /mitation Jam 
decision permits the marketing of a food which is substandard to the 
standard food by labeling it as an imitation of the standard food, the 
only direct application of that decision is to the five types of bread 
which have been standardized. Apparently, one of the reasons that 


> FOOD DRUG COSMETIC LAW JOUR- milk bread, rolls or buns; raisin bread 
NAL, November, 1951 rolls or buns; whole wheat bread, graham 

*The Federal Security Administrator bread, entire wheat bread, and whole 
promulgated standards, effective August wheat rolls. graham roils, entire wheat 
13, 1952, for white bread, white rolls or rolls, or whole wheat buns, graham buns 
white buns: enriched bread, rolls or buns and entire wheat buns 
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an imitation of any standard food is produced and marketed is to gain 
a competitive advantage over the standard food—that is, by use of a 
lesser amount of the essential ingredient or by use of inferior ingredi 
ents, the imitation food can be produced at a lower cost and thereby 
sold at a lower price than the standard food. It is doubtful that such 
a result can be accomplished by producing imitations of the standard 
breads. By substituting inferior ingredients or a lesser amount of the 
essential ingredient, the cost of producing an imitation of a standard 
bread would not be lowered to any significant degree. For a product 
as stable as bread, it is unlikely that there would be any public accept 
ance of imitation bread, Competition and the requirement of labeling 
bread as an imitation will effectively discourage the marketing of an 


imitation of any of the standard breads. 


Indirect Effects, Particularly on Cake Products 


The indirect effect of the /mitation Jam case on the baking industry 
is more pronounced. In some bakery products and, particularly, in a 
variety of cake products, imitations of standard foods are used as 
ingredients. For example, there are a number of cake products which 
use jellies or jams among their ingredients and use the word “jelly” 
or “jam” as a part of the name of the product. If the Supreme Court 
had reached a different result in the /mitation Jam case, these products 
could not be labeled as they are, for example, “cake roll with imitation 
jelly.” In order to market such a cake with jelly, the baker would be 
required to use pure jelly. This, however, is contrary to the general 
practice in the industry. Most cakes which have the word “jelly” in 


their name contain imitation jelly and not pure jelly.. To require pure 


jelly would necessarily raise the price of such products and there 


would be no advantage to the purchaser, since he has generally accepted 
imitation jelly in these products. The manufacturers of pure jelly 
would be the only class of people to benefit by such a requirement 
Fortunately, the decision of the Supreme Court in-the /mitation Jam 
case allows the baking industry to continue the marketing of these 
products with no additional price burden on the public. The /mitation 
Jam case etfectuates the written intent of Congress “to promote honest 
and fair dealing in the interest of consumers.” [The End] 











The Retail Druggist 


and the Federal Law 


By CHARLES W. CRAWFORD 


Mr. Crawford Presented This Paper at the Annual 
Convention of the National Association of Retail 
Druggists, at Chicago, Illinois, October 13, 1953 


p RESIDENT MAYERSON, Secretary Dargavel and members of 
the National Association of Retail Druggists 

It is a pleasure to appear again on the program of your annual 
convention. I know what a lot of work Dr. John Dargavel puts into 
the planning of these meetings to make them outstanding occasions 
You have an organization and an executive secretary in whom you 
can take justifiable pride. 

The Food and Drug Administration greatly appreciates the rela 
tionship it has with the National Association of Retail Druggists 
through Dr. Dargavel; your able general counsel, Herman Waller; and 
your indefatigable Washington representative, George Frates. We do 
not always agree on questions of mutual concern but there is a solid 
foundation for mutual confidence and respect—we always know where 
you stand and | hope you always know where we stand 

The FDA’s doors are always open to anyone who has publi 
business to discuss with us. There has always been a frank and open 
exchange of views between FDA and NARD, and I hope this may 
always continue. Even when we are in disagreement, as was the case 
on the question of whether or not prescription files in retail drugstores 
should be exempted from mandatory inspection at the time the Con 
gress was considering H. R. 5740, our relationship continued on the 
same basis of confidence and respect. 

Our interest was that we should, at all times, be able to enforce 
the Durham-Humphrey Amendment. We had then, and we have now, 
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some honest doubt about it, unless, under certain circumstances, we 
are given the authority to inspect prescription files. It was regrettabl 
that we did not fully understand each other, for 1 know that yout 
organization has a particular interest in the Durham-Humphrey Amend 
ment and procedures for its enforcement. You were its principal 
sponsor. In years to come, we believe, this legislation will be recog 
nized as a monument to the farsighted statesmanship of the leaders of 
NARD. We believe also that if, under the present law, we find out 
selves unable to enforce the amendment etfectively, you will join with 


us to obtain legislation which will enable us to do so. 


The Durham-Humphrey Amendment is not only designed to pro 
tect the public health, but also to dignify the status of pharmacy and 
to lay a sound basis for improving the relations between the profes 
sions of pharmacy and medicine. One of the most important things 
the Durham-Humphrey Amendment does is to prescribe a clear line 
of demarcation between the functions and responsibilities of the two 
great professions in the care of the sick. In effect, the law says it ts 
the physician’s responsibility to prescribe medication and it is the 


pharmacist’s responsibility to provide medication, 


Such a basic clarification of the respective responsibilities of the 
two professions became necessary through the tremendous advances 
which have been made in this golden age of medical discovery 
Instead of the old-fashioned shotgun medication to alleviate symptoms, 
physicians and pharmacists can now provide patients with high-powered 
bullets which, when properly used, cure disease—but which also can do 


great damage when misused. 


It is our view that the Durham-Humphrey Amendment is a 


product of the age of science in which we live. The advent of this age 


placed a strain on the professional relationship between pharmacy and 
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medicine by raising many new questions. But the age also provided 
the professions with the opportunity and challenge to meet these 
questions, and thus place the relationship on a sounder and highes 
basis then ever before. Because it clarified the situation, we believe 
the Durham-Humphrey Amendment ts the keystone on which the new 
relationship between pharmacy and medicine, and the solution of other 


professional problems, can be based. 


In addition to clarifying the matter of professional relations, the 
Durham-Humphrey Amendment settled a number of other outstand 
ing problems of pharmacy. The best listing of these problems | have 
seen appeared in an editorial in the September 21 issue of your National 
Association of Retail Druggists Journal. \With your indulgence may | 


repeat what | am sure you have already read ¢ 


Che Durham-Humphrey Act is a good law 


a workable procedure tor refills, (2) to legalize the 


scriptions, (3) to tree the druggists trom 


mislabeled medicinals sl] ipped in mterstate co 

standard tor the classification of legend drugs in order 

from the intolerable 

make possible more effective enforcement of the tederal statute against 
medicinals that are mislabeled to promote fraudulent purpo and (6) 
the druggists from restrictions that handicapped them in their efforts 


the publi 


Prosecuted Operators Constitute Atypical, Minute 
Part of Pharmacy Profession 


There is one thing | would like to make crystal clear. These 
retail drugstore operators who have been prosecuted under the 
Durham-Humphrey Amendment and under the previous law are not 
characteristic of drugstore Owners or pharmacists as a whole. They 
make up only a minute part of your profession which, like every other 
profession, is afflicted by a fringe. That fringe has no place in the pro 
fession. Certainly they are not practicing pharmacy. They are not 
following the dictates of professional ethics taught to every student 
in our colleges of pharmacy. They are not entitled to be regarded 


as members of the profession 


| would also like to put clearly on the record our procedure in the 
investigation of cases under the Durham-Humphrevy Amendment. We 
do not now, and have never, obtained our leads by so-called “snoop 
ing.” We make no random or general searches of druggists’ prescrip 
tion files. Since most druggists obey the law, it would be an inexcusable 


waste of time to attempt to get evidence of violations in this mannet 
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It is like looking for a needle in a haystack. We have not sought out 


cases that way. They have come to us. 


How Durham-Humphrey Actions Begin 

The Durham-Humphrey cases begin with complaints of drug 
injuries or abuses. We receive them from a wide variety of sources 
Often it is a member of the victim’s family or the family physician 
The other day we had one from the family lawyer, who reported the 
name of the store from which his client’s daughter was illegally obtain 
ing drugs. Kecently a city manager came to us with a serious 
barbiturate problem. Other leads come from police, coroners, social 
workers, clergy and, significantly, from reputable pharmacists. 

Investigation begins after we receive a complaint. Our inspec 
tors attempt to ascertain whether the store will make illegal sales. If 
they succeed in buying restricted drugs without prescription, or in 
obtaining unauthorized refills, the inspectors identify themselves and 
ask to see all pertinent records, including invoices and prescription 
files. It is not uncommon to find evidence of deliberate and repetitious 
violations of the law, such as forged prescriptions, raised prescriptions 
or unauthorized refills marked as authorized by telephone. The pre 
scriptions on file may be negligible compared with the amounts of 
preseription drugs purchased. But in case the prescription file does 
not show such evidence, we usually conclude that the pharmacist 


should be warned but not prosecuted. 


Identification to Druggist Usually Indicative of 
Evidence of Illegal Sales 


Let me point out that in investigations under the Durham-Humphrey 
\mendment, when an inspector identifies himself to the druggist there 
is usually evidence of one or more illegal sales. Where such sales 
have been through inadvertence or unintentional error and not the 
result of a deliberate practice, the druggist’s best solution of the dilemma 
is to show his files as evidence of his good faith and that he has 
nothing to hide. 

Actually, it ts you, the retail druggists of America, who are the first 
line of defense against the few who disregard professional ethics and 
put monetary gain ahead of the welfare of the patient. Increasingly, 
you are supplying us with leads on which we base investigation of 
illegal sales. In one such recent case we had complaints not only 
from several individual druggists, but also from the state board of 
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pharmacy, the city police department, the health department and the 
United States Narcotics Bureau. These sources told us of a store 
located in the “skid row” section of town which was generally suspected 
of supplying large quantities of barbiturates and amphetamines to 


vagrants and delinquents 


Preliminary investigation showed that the owner would make 
illegal sales only to peddlers or runners who distributed the drugs to 
users on the nearby streets. It was impossible for our inspectors to 
buy these drugs when dressed in their regular clothing. Two of our DA 
men went underground. Dressed in rough clothing, they frequented 
the area and made the acquaintance of underworld characters. Through 
the latter they made numerous purchases, asking for the drugs by such 


names as “vellows.” “whites” or “benzies.” Only silver coins could 


be used The store owner would not accept paper money for fear 


it might be marked 


This defendant was thoroughly familiar with the requirements 
of the law. He knew them as far back as 1949, when we investigated 
a tip from a wholesale druggist regarding a suspiciously large pur- 
chase of barbiturates and amphetamines. These drugs were not delivered 
to the store but to the defendant's house When his prescription files 
were checked we found many instances of refills made without authoriza 
tion from the prescribing physician \ $3,000 fine and a one-year jail 
sentence were imposed in this case, illustrating the serious view the 


courts are taking of violations of this law, and of its consequences 


Druggists who engage in practices of this kind can hardly hope 
to escape being found out. The drugs they are purveying have power 


ful effects, Sooner or later someone ts hurt, and the facts come to light. 


Just a little more than one year ago, the police narcotic squad of 
one of our larger cities raided an amusement center which was a hang 
out for teen-agers. Sixty-four persons were arrested, over 50 of them 
under 17 years old. Sex deviates, delinquents and narcotic addicts 
were among them. The officers who raided this party described it as 
one of the wildest in their experience. Marijuana cigarettes littered 
the dance floor. When the dancers “unloaded,” upon the entry of the 
officers, more than 100 tablets of various brands of barbiturates were 
found scattered over the floor, A teen-age girl was caught flushing 
barbiturates down the toilet. Many of those arrested were described 
as “all hopped up and acting crazy.” Six were described by the police 


officers as mentally “knocked out” as a result of taking drugs with beet 
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Needless to say, local newspapers headlined this affair on their 
front pages. One girl informed the police that she had been using 
amphetamine for about three months. She identified the peddler from 
whom she obtained the drugs and the drugstore from which he pur 
chased them. Working incognito, our inspectors made several buys, 
and the store owner was subsequently convicted in federal court, fined 


and put on probation for one year. Several other druggists were also 


convicted. The girl’s escort and the peddler have since been convicted 


under state law for illegal possession of drugs. 


Newspaper Publicity a Natural Consequence 

There is not time here to relate other significant cases. We have 
had a number of them involving juveniles in various cities of the 
country. The point | would make is that cases of this kind are gener 
ally regarded as front-page material by the newspapers. Juvenile 
delinquency and abuse of drugs are important public problems. Com 
bine them and you have headlines. These are the kinds of cases that 
can't be kept out of the newspapers. 

FIA court actions are reported by the press like any other court 
activities, Reporters have access to anything that is a matter of court 
record, We issue no publicity ourselves until a case is terminated, At 
that time we are required by Section 705(a) of the law to publish the 


pertinent facts of each case 


Involvement of Public Relations 

We realize that you do have a public-relations problem, and in our 
public statements we try always to include a qualification making it 
clear that the illegal acts of the minority are not characteristic of the 
profession. Your problem is peculiarly difficult because of the serious 
and, often, sensational consequences that flow from violations of your 
professional ethics, It is, therefore, all the more important that the 
Durham-Humphrey Amendment be vigorously enforced. We intend 
to do so, with every means at our command. When a druggist refuses 
to permit inspection of his prescription file and we have strong reasons 
to believe it contains evidence essential to the completion of a sound 
federal court case, we shall ask the nearest judge or United States 
commissioner for a search warrant. As an alternative or supplement to 
search-warrant proceedings, we shall refer the facts to the State Board 
of Pharmacy or other local enforcement agency and offer our full 


cooperation in bringing the renegade to book. 
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We hope to encourage wider and more etfective coverage of the 
problem by state and local enforcement groups. Although some states 
have an impressive record of enforcement, most of them are hampered 
by lack of adequate laws and manpower. A recent survey showed that 
in 18 states there is no enforcement by state inspectors and that there 
are only four that spend the time of more than one inspector for this 
work. While some local police departments are spending considerable 
time in this field, their activities are largely limited to development of 
cases based on possession and not cases based on illegal sale by drug 
stores. The survey showed that during the period July 1, 1952, to June 
30, 1953, state and local enforcement groups brought a total of 679 
cases on which penalties were imposed or licenses revoked or sus 
pended, while 111 federal cases were terminated during this period 
It should be noted, however, that 640 of the 679 cases brought by state 
and local enforcement groups were in only nine states, Thirty-six 
federal cases were terminated in these states. In general, the federal 


court penalties are much more severe 


Disowning the Unethical Fringe Operator 


I want to point out that there 1s a way for your profession to dis 
associate itself from the unethical fringe and to make it clear that thei 
activities are not characteristic of druggists. That way is for pharmacy 
itself to take action, vigorously and forthrightly, against unethical 
practices. That way is for pharmacy to join in strengthening existing 
laws designed to curb unethical practices that tend to put the entire 
profession in a bad light. That way is to seek adequate provision for 
the enforcement of these laws. To the extent that boards of pharma \ 
can take over this field of regulation and thereby obtain observance of 
the federal law which Congress has enacted to protect the public, we 


will be glad to turn our efforts to other problems 


Under the Durham-Humphrey Amendment, the pharmacist has 
the exclusive franchise to be the custodian and dispenser of all prescrip 
tion drugs. The law ts silent as to the mode of distribution of over-the 
counter items, leaving their regulation to the states. The FDA is not 
indifferent to the way in which potentially dangerous drugs are sold 
We have recently. been investigating, with a view to legal action, se\ 
eral cases where wholesalers apparently sold prescription-legend drugs 


to nonlicensed outlets. 


Since the passage of the Durham-Humphrey Amendment, physi 


cians have been giving more attention to the marking of prescriptions 
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with refill instructions. The amendment has had the effect of putting 
the responsibility on the doctor, where it belongs, for deciding whether 
or not his prescription for a particular drug should be refilled. I should 
like to emphasize that no druggist should feel apologetic when he 
telephones the doctor for refill instructions. A good physician wants 
to know when his patient feels a need to continue medication. He is 
appreciative of this cooperation by the pharmacist. Contrary to some 
of the dire predictions, there has been an increase in refill business 
for the druggist since the Durham-Humphrey Amendment was passed 


The thought [I would leave with you is, simply, that we have in 


common a very serious fundamental problem—the misuse of drugs. \t 
is a perennial problem which neither the government, the trade nor the 
profession can solve alone. From this fundamental problem stem vari 
ous other problems of professional ethics, public relations and law 
enforcement. We cannot hope to make progress on any of them if we 
are working at cross purposes. It has been demonstrated in the past 
that we and the NARD have been able to work together constructively 
in the public interest. I am most hopeful that this working relation 
ship will continue, and I pledge the best efforts of the Food and Drug 


Administration to that end. [The End] 


¢ UNITED STATES PHARMACOPEIA YEAST CONFERENCE 


Lloyd C. Miller, Director of Revision, United States Pharmacopeia, 
in a news bulletin dated October 19, 1953, reports that the role of yeast 
in human nutrition and therapy, and as a constituent in experimental 
diets, was the theme of the U. S. P. Open Conference on Dried Yeast, 
held at the Pharmacopeia Building on October 16. Statements on pro 
posed changes in the U. S. P. XIV specifications for dried yeast were 
presented by spokesmen for industry, representing the points of view 
of both the producers of Saccharomyces cerevisiae and the producers of 
Toru'opsts utilis 


Following the prepared statements, there was a general discussion 
period in which several problems facing the Committee of Revision with 
respect to the dried-yeast monograph were brought out. ‘he only change 
suggested for the monograph was that Torulopsis utilis be added as one 
of the strains of yeast from which U. S. P. dried yeast may be derived 
Supporting this view is the fact that torula yeast meets all the U. S. P 
quality and purity standards, and is widely used in cattle and poultry 
feed; against its inclusion were cited the facts that the only rational 
basis for using yeast in pharmaceutical preparations is its content of 
unidentified nutritive factors and that at least one recognized factor 
(Factor 3) is absent in torula yeast grown on sulfite waste liquor from 
papermaking. 





Ohio Feed—-Control Problems 


By W. S. THOMPSON 


This Study by the Specialist in Charge of the Section 
of Feeds and Fertilizers, Division of Plant Industry, Ohio 
Department of Agriculture, Spotlights Problems in Label- 
ing and Analysis Created by Use of New Feed Factors 





_— IST any comprehensive discussion of feed-control problems in 
Ohio probably would not be dissimilar, in many significant respects 
from a treatise on the subject as applied to any other state, because 
essentially the same ingredients in feedstutts have common usage 
throughout the Nation. It is my purpose to call attention only to the 
most recent problems which have resulted from the introduction of 
new factors in manutactured feeds attributable to new discoveries in 


animal research 


To enumerate a few of these factors, consider antibiotics, arsen 
icals, surfactants, amino acids, medicated feeds and, last but not least 
that so-called miracle odor-dispelling factor known as chlorophyll 
The significance of these factors to feed-control problems either were 
unknown or little known a few years ago. This demonstrates ver\ 
forcibly the exceedingly rapid rate at which the feed picture is chang 
ing, due to corstant progress in the knowledge of animal nutrition and 
the subsequent application of this knowledge by the incorporation of 
new factors into manufactured feeds. This situation has developed 
through research in government, university and feed-industry labora 


tories and verification in experimental feedlots and on the farms 


If you will, consider now the problems which the use of these new 
feed factors have created with respect to feed labeling and to analy tical 


questions. It had been known for many years that the inclusion of 


729 
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animal products in rations was essential to maximum efficiency in 
poultry and swine development. It was recognized that certain animal 
products contained some unknown factor or factors which were not 
present in cereals. Thus, the term “animal protein factor” came into 
use, because of their association with products of animal origin, to 
designate such unknown substances. It was demonstrated recently 
that Vitamin B,, was one portion, and apparently the major portion, of 
this factor complex. Shortly thereafter, products became available to 
the feed manufacturer which were known as animal protein factor sup 
plements. This so-called “animal protein factor,” however, was found 
to be neither animal nor protein, nor even a factor, but a complex of 
various factors. This nomenclature was adopted by the American 
Feed Control Officials, in 1950, for the labeling of such products and 
for ingredient identification when used in mixed feeds. In most cases 
claims were made, for minimum amounts of Vitamin B,, activity, in 
terms of milligrams per pound contained in these products. However, 
is soon became apparent that some products, which contained lesser 
amounts of Vitamin B,, than others, were superior for growth stimula 
tion. Since most of these products were composed of fermentation 
residues derived from the manufacture of antibiotics, it was soon dis 
covered that the superior resultant animal-growth stimulation was due 
to antibiotic activity remaining in the residue. Thus, since two factors 
had been distinguished, it was necessary to redefine these products. 


Adoption of Official Phrase by American Feed Control Officials 
Therefore, in 1951, the term “Vitamin B,, supplement” was adopted 
by the American Feed Control Officials as the official phrase to be used 
for label identification. This, of course, caused considerable confu 


sion in that labels bearing the “animal protein factor supplement” 
name as an ingredient were obsolete. Occasionally, labels still are 
found showing this wording. 

It was discovered that certain antibiotics in relatively small 
amounts produced growth stimulation in poultry, whereas others were 
not so effective. Several were found to be very effective growth 
stimulators when used in swine rations. Later it was found that the 
response to antibiotics varied with the species of animal. For ex 
ample, some were effective for poultry but relatively ineffective for 
swine, and vice versa. The phrase “antibiotic feed supplement” was 
adopted as the official terminology for these products, with the name of 
the specific antibiotic following parenthetically. In mixed products 
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the name of the antibiotic may be omitted. Due to the great variation in 
effectiveness of different antibiotics on different animals the specifi 


antibiotic obviously should be named. The Federal Food and Drug 


Administration very recently issued the following statement relative 
to the labeling of animal feeds containing antibiotics: 


The status of an antibiotic-containing animal feed under the provisions of the 
Federal Food, Drug, and Cosmetic Act must be determined by a consideration 
of the purpose tor which the antibiotic is added to the product and by the presence 
or absence of other drug ingredients. The manner in which antibiotics in small quantities 
serves to promote growth in certain species of animals has not been fully de 
termined. There appears to be satisfactory evidence that under practical feeding 
conditions the addition of small amounts of various antibiotics does have a 
practical value in increasing growth rate without providing any significant 
therapeutic effect on the animal. There is no clear-cut line of demarcation between 
the quantity of an antibiotic which functions primarily as a growth-promoting 
factor in a feed and the amount which is of a significance im the prevention of 
treatment of diseases amenable to antibiotic therapy 


In our opinion, however, the addition of an antibiotic to an animal feed in an 
amount in excess of 50 grams or more per ton of feed is in the therapeutic range 
\t the present time the Food and Drug Administration is not disposed to treat 
an animal feed contaming 50 grams or less per ton of feed as an article intended 
tor the treatment or prevention of disease but will regard the antibiotic as a 
growth-promoting factor, provided (1) no therapeutic claims for the prevention ot 
treatment of disease are made for the article and (2) the finished product contains 
no drug ingredient. The addition of more than 50 grams of an antibiotic per ton 


of teed is regarded as a definite indication that the feed is intended for use in the 


treatment or prevention of disease. Such articles are, therefore, under the pro 


vision of the Federal law required to be labeled with the active drug or drug 
ingredients, appropriate indications and directions for use, and such warnings as 


may be necessary to permit safe use of the artich 

The arsenicals are among other recently discovered growth stimu 
lants. Their use also creates a labeling problem. The compounds 
being used at the present time are 3-Nitro-4-hydroxy-phenylarsoni 
acid and arsenilic acid. The latter is used both as a free acid and as 
the sodium salt. The levels most commonly employed range from 
OOS per cent to .009 per cent. It is required that the name of the 
arsenical compounds be stated in the brand name, and the percentage 
stated on the label. It should be pointed out that an addition of an 
arsenical mixture to a licensed feed requires another license due to the 
fact that the brand name must be changed and the percentage of arsen 
ical compound stated 

Disease control always has been a problem to the poultry pro 
ducer. Better birds and greater profits are realized from feed used in 
healthy flocks. A healthy flock will prevent the farmer from blaming 


the feed as a source of many troubles. Therefore, poultry health ts of 
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vital interest to the poultry-feed manufacturer. Following the success 
attained by the use of sulfa drugs in medicine for humans, it was found 


that sulfas also produce remarkable results in the treatment of many 


poultry diseases, some of which had been previously considered incur 


able. These circumstances led to further experimental work with 
other drugs on various poultry diseases and soon a number of drugs 
became available to the feed manufacturer, especially for the preven 
tion and control of coccidiosis in chicks and blackhead in turkeys. It 
seems probable that this field will be expanded to other animals where 
continuous medication is required, especially for the prevention of 
disease, as feed offers a distinct advantage in convenience to the feeder 


in providing a more uniform distribution of drugs for his animals. 


Incorporation of Drugs for Continuous or Intermittent Feeding 

Drugs have been incorporated, principally in poultry feeds at ley 
els which can be fed continuously, as a preventive measure, or inter 
mittently, for the cure of many diseases. Those most commonly used 
are sulphaquinoxaline, nitrophenide, nitrofurazone and aminonitro 
thiazole. Definite label claims for the percentage of drugs added to a 
feed, as well as the inclusion of the name of the drug in the brand name, 
must be made by the manufacturer. Feeds containing drugs which 
may be fed continuously are licensed as feedstutis, since they are fed 
principally for nutritional purposes. However, feeds containing drugs 
that cannot be fed continuously, but are used for control or cure of 
diseases, must be registered with the State of Ohio as livestock reme 
dies, when sold in Ohio, since the drug is the essential ingredient in 
such feeds. Again, it is emphasized that the addition of a drug to a 
licensed feed constitutes another product, and must be licensed 
accordingly. 

Surfactants are still in the experimental stage and as yet have not 
been used in commercial feedstults. However, the Food and Drug 
4dministration considers these substances as drugs and it will be ne« 
essary for the feed mixer who ships his product interstate to apply to 
the Administration for approval of pertinent label statements. 

\s far as amino acids are concerned, methionine is the only prod 
uct in sufficient supply to meet the feed manufacturers’ need. There 
is no official definition as of this moment for label declaration 

Following the foregoing exploration of labeling considerations, 
the question logically ensues as to what we are doing, and what can be 
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done, about the analysis of these newer factors in feedstuffs. It is well 
known that analysis for protein, fat and fiber are crude methods of 
measuring the value of a feed, because such determinations reveal only 
a small part of the story. Nevertheless, the time has not arrived for 
discontinuing the procedure. Therefore, the greater the number of 
additional determinations that can be made the more will assistance 
to the consumer be amplified accordingly in determining the value of 


a given feed 


Routine Analysis When Certain Specific Claims Are Made 


Kor several vears, it has been routine procedure in our laboratory 
to determine Vitamins A and D, riboflavin, niacin, and choline, where 
specific label claims are made therefor. Carotene also has been deter 
mined on all samples of alfalfa meals. For the past two years, we have 
been analyzing all poultry supplements for riboflavin and choline, and 


all swine supplements for riboflavin and niacin 


These results have been published in our official semiannual analysis 
report. This is done for the purpose of supplementing information on 
the protein, fat, fiber and mineral contents of the product with addi 
tional facts which will enable the consumer to judge with greater accu 
racy as to whether or not the amounts of these factors found, when 
mixed with yvrains, would meet nutritional standards for certain 


animals. 


Uncertainties Attendant on Measurement of Some Components 


A method for Vitamin B,, measurement has been developed which 
according to the latest information available, gives results suitable for 
feed analysis. There is insufficient information, however, as to the 
accuracy of the method with respect to its measurement of the Vita 
min 3,, activity which is effective in animal feeding, in view of the 
fact that there has been found a pseudo Vitamin B,,, as well as other 
Vitamin b,, factors, that influence the results. These uncertainties 
have restrained us from establishing procedures for the control analy 


sis of Vitamin B,, until a method has been adopted as official 


There are no entirely satisfactory methods currently in use for 
the qualitative or quantitative determination of antibiotics in mixed 
feeds, but several laboratories, including our own, are now working 
on such methods which should be available in the very near future 


There are methods available for the measurement of antibiotics in anti 
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Inotic feed supplements wherein the antibiotic is specified and definite 
claims made therefor. There are two methods available, the chick 
assay and the microbiological assay. For control purposes the micro 
nological assay is the more convenient because results are obtarmed 
in a relatively short time, and less space and materials are required 


Problem with Mixtures Containing Antibiotic Supplements 


Our problem is not so much with antibiotic feed supplements as 
with mixtures in which such products are incorporated. It might be 
mentioned that the United States Department of Agriculture Research 
Center at Beltsville made a test, in 1951, on antibiotic feed supple 
ments collected from the stocks of Maryland feed manufacturers in 
which all samples were found to contain at least the guaranteed leve! 
of antibiotic activity. 

Kach antibiotic requires a specific method of analysis wherein the 
microbiological assay is employed. Therefore, it is impossible to test 
a mixed feed for antibiotic activity unless the specific antibiotic ts 
known. We are attempting to develop a method which will indicate 
the presence of an antibiotic in mixed feeds at least qualitatively. The 
use and relative importance of antibiotics in feeds in all probability 
have been overemphasized. Be that as it may, some method of assut 


ing the minimum effective amount represents a definite need. 
Methods for determining arsenicals and drugs in mixed feeds are 


at the present quite satisfactory. They are being used in our labora 


tory as routine procedure for ascertaining the presence of these sub 


stances in mixed feeds. 

\mino-acid analyses are elaborate and comparatively expensive, 
but methods are available. It is expected that procedures for deter 
mining the critical amino acids in feedstuffs will be attempted when 


expanded facilities are available. 


Progress of Industry Calls Forth New Techniques 


The feed industry should be commended for their progressiveness 
in integrating the knowledge developed by current nutritional research 
within their products. Because of this, the techniques of compounding 
feeds have changed so greatly in recent years that feedstuffs evalua 
tion can no longer be adequately achieved by the old, prescribed meth 


ods of analysis. 
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It is the duty of everyone concerned with the feed industry—and 


by that | mean the feed manufacturer, the raw-material producer, the 


animal-nutrition research worker and the feed-control official—to 


develop methods of analysis for these critical factors which are so 


essential, and frequently needed in such minute amounts, in order to 
assure that proper and etfective quantities are present in feed mixtures 
manufactured for all poultry and livestock needs [The End] 


REPORTS TO THE READER—Continued from page 676 


Boric Acid Preparations.—Follow infants in the lay press, we have 

ing is the text of a letter from George taken to reappraise our views 

P. Larrick, Deputy Commissioner of subject The consensus of medical 

Food and Drugs, to Commerce opinion, especially that of experts in 
House. lin . dated October b. pediatrics 1s beime yvathered on thie 

amount of boric acid which may be 

safely included im preparations tor 

on mntants When all the facts 

we will determine what labeling 


“This rephes to your letter of Oc 
tober & 1953, concerning the use of 
dusting powder containme boric acid “a ' 
om testhdee quate and whether any changes 
be required in present labeling 

“Presently, we do not have suthicient Foop Druc Cosmetic Law Report 
evidence to justify a recommendation tober 30. 1953). © 7265 
that use of preparations contaiming 
boric acid in the amounts of 5 or 10 Veterinary Injections.— In a lette: 
percent be discontinued if applied in trom J. H. Collins, under date of Ox 
the customary manner. We would cau tober 22, 1953, to Commerce Clearmy 
thon avamst the use of pure of highly House, Tine hie \ eterimary Medical 
concentrated preparations of this chem Director of the Food and Drug Ad 
ical where the directions call for then ministration says 
use repeatedly over large areas of “In compliance with your written re 


abraded or damaged skin The reports 
eee . quest of October 19 we submit that 


of myjuries that we have seen have : 
our views concerning the proper label 


usually been due to the indiscriminate 
ing ot vetermary mypecthons ire i 


use of the pure product or preparations ee ee 


contamime very large amounts of it 
“Some myections, such as those cor 


‘To date, we have not felt that thé 
tammge pituitary extract, epmeplhrine 


dangers involved in the use of bori 
arin 1 t 1 i¢ ‘ » ( A ( rH. 


cortisone, amphetamime, and 


acid and preparations of it are such as ; 
| I most hormones, cannot be sately ad 


to justify any efforts under th rovi 
jus ‘ _ cme ministered by the laity because of the 


sions of the Federal Food, Drug, and ’ 
composition of the article and regard 


Cosmetic Act to restrict their distril ; 
‘Te ; 7 , _ . oe less of the route of injection. Sucl 

tion n our opimer orice acid shoul: 
oO ne pin 1, » C act u imjyections should be labeled with the 
not be offered for internal use 
veterinary prescription legend reading 

“Due to some recent publicity which “Caution Federal law” restricts” this 

has been given to the potential hazards drug to sale by or on the order of a 


from use of boric acid preparations on lheensed vetermarian.’ 
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“Drugs which may be safely adminis- 
tered to animals by the laity by such 
parenteral routes as the subcutaneous, 


intramuscular, etce., but excluding the 
intravenous route of injections, should 
be labeled with over-the-counter label 
such a drug does have 


when 


ing Even if 


some intravenous use adminis 


tered by the recom 


should 


veterinarian, the 
mendation for intravenous use 
not be included in the 


panying the article for over-the-counter 


labeling accom 


sale 


“There is of course no objection if 
brochures are addressed to veterinarians 
recommend 


such 


separately trom the drug 
ng intravenous administration of 
a drug by the veterinarian or under his 


direct supervision 


“In the case of a drug which can be 
injected only by the 
we think such drug should be restricted 


item labeled 


intravenous route, 
as a veterinary prescription 
with the 
quoted above.” —CCH 
Metic LAw Reports (October 30, 1953), 
" 7266 


veterinary prescription legend 
Foop Druc Cos- 


Cocoa Products with Coumarin as 
Optional Ingredient.—The repeal of all 
provisions concerning definitions and 
standards of identity of cocoa products 
which include coumarin as an optional 
(reported in CCH ° Foon 
Law Reports, § 2379, 
is proposed in the in 


ingredient 
Druc Cosmeri 
and tollowing) 
terest of consumers. Recent investiga 
that coumarin has 
toxic properties and = should 
classed as a poisonous and deleterious 


tions have shown 


now be 
substance Interested persons whose 
appearance was filed at the public hear 
ing may file exceptions not laier than 
1953, with the hearing 
clerk of the Department of Health, 
Education, and Welfare, in Washing 
ton, 1D. ¢ 18 Federal Register 6945 


December 3, 


Monthly Report.—A multiple-seizure 
program is under way against a product 
widely advertised as an ulcer cure but 
labeled on the bottle “for the temporary 
gastric acidity,” the 


reliet of excess 
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Food and Drug Administration, De 
partment of Health, Education, and 
Welfare, announced on October 22, 
1953. Despite a decision by Federal 
Judge Robert C. Bell at St. Paul, on 
September 4, that this constitutes a 
violation of the Federal Food, Drug, 
and Cosmetic Act, the manufacturer 
continued to distribute the drug and to 
insert the same advertisement in news 
papers in various parts of the country 
Che advertising was cancelled Septem 
ber 29, according to the firm. Seizure 
actions are in process against about 50 
shipments, FDA said 


to eminent medical testi 


trial 


Ac cording 


mony presented at the 
stomach ulcers 


individual 


(1) Every case of 
must be treated as an 


problem 


(2) Other drugs as well as antacids 


are sometimes used 


(3) Different antacids are used in 


different types of cases 


(4) Healing of an ulcer involves 
factors other than the administration of 
drugs. 

(5) Untreated or improperly treated 


stomach ulcers may become cancerous 


and unresponsive to surgery 


(6) Stomach ulcers should not be 
treated except under the supervision ot 


a physician. 


Advertising does not come under the 
Food, Drug, Act, FDA 
explained, but federal courts 
have ruled that when 


and Cosmetic 
several 
a product is ad 
treatment ot a 


vertised for the cure or 


disease, and its labeling does not give 
directions for such use, it is misbranded 


under the statute 


Ninety-six other seizures were made 
in September, FDA reports. Sixty-one 
shipments seized contained approximately 
333 tons of unfit food. Nineteen other 
food shipments were alleged to be sub 
standard or debased with cheaper in 
gredients than declared on the 
Sixteen adulterated 


those 
labels. drugs and 


dev ices were seized 
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